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GENETIC NON-DISCRIMINATION

WEDNESDAY, MARCH 14, 2007

U.S. HOUSE OF REPRESENTATIVES,
COMMITTEE ON WAYS AND MEANS,
SUBCOMMITTEE ON HEALTH,
Washington, DC.

The Subcommittee met, pursuant to notice, at 2:13 p.m., in Room
B318, Rayburn House Office Building, the Honorable Fortney Pete
Stark (Chairman of the Subcommittee) presiding.

[The advisory announcing the hearing follows:]
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ADVISORY

FROM THE COMMITTEE ON WAYS AND MEANS
SUBCOMMITTEE ON HEALTH

FOR IMMEDIATE RELEASE CONTACT: (202) 225-3943
March 07, 2007
HL-5

Subcommittee on Health
Chairman Stark Announces a Hearing on
Genetic Non-Discrimination

House Ways and Means Health Subcommittee Chairman Pete Stark (D-CA) an-
nounced today that the Subcommittee on Health will hold a hearing on genetic non-
discrimination. The hearing will take place at 2:00 p.m. on Wednesday, March
14, 2007, in Room B-318, Rayburn House Office Building.

In view of the limited time available to hear witnesses, oral testimony at this
hearing will be from invited witnesses only. However, any individual or organization
not scheduled for an oral appearance may submit a written statement for consider-
ation by the Committee and for inclusion in the printed record of the hearing.

BACKGROUND:

One of the most significant scientific accomplishments in history has been se-
quencing the human genetic code—a breakthrough that is already transforming the
battle against a broad range of medical conditions. As a result, scientists have iden-
tified genetic markers for a variety of chronic health conditions, increasing the po-
tential for early treatment and prevention. Genetic tests provide information to di-
agnose conditions, guide treatment decisions and predict future risk of disease.

Alongside these benefits reside concerns about how genetic testing might be used.
This threat has deterred the public and the scientific community from taking full
advantage of the important opportunities that genetic information affords. Of par-
ticular concern is the potential for discrimination. A number of institutions, includ-
ing health and life insurance companies, health care providers, blood banks, adop-
tion agencies, the military, and schools were reported to have engaged in genetic
discrimination against asymptomatic individuals.

The lack of a federal policy protecting genetic information has resulted in both
actual and perceived acts of discrimination. It has also encouraged inconsistent legal
responses to grievances associated with such discrimination. As the tax writing au-
thority for the U.S. Congress, the Ways and Means Committee can enforce federal
insurance laws that apply to ERISA plans, which provide health benefits to the vast
majority of Americans. In addition, the Committee has jurisdiction over federal laws
relating to Medigap policies.

In announcing the hearing, Chairman Stark said, “No one should face dis-
crimination in employment or be denied health insurance based on their
genetic information. In order to ensure that genetic science reaches its full
potential, patients need to trust that their information will be protected.
Otherwise, people will rightly be reluctant to undergo genetic tests that
could save lives.”



FOCUS OF THE HEARING:

The hearing will focus on the need for a federal policy to protect genetic informa-
tion and legislation to achieve this purpose, specifically, the Genetic Information
Non Discrimination Act.

DETAILS FOR SUBMISSION OF WRITTEN COMMENTS:

Please Note: Any person(s) and/or organization(s) wishing to submit for the hear-
ing record must follow the appropriate link on the hearing page of the Committee
website and complete the informational forms. From the Committee homepage,
http:/ |waysandmeans.house.gov, select “110th Congress” from the menu entitled,
“Committee Hearings” (http://lwaysandmeans.house.gov/Hearings.asp?congress=18).
Select the hearing for which you would like to submit, and click on the link entitled,
“Click here to provide a submission for the record.” Once you have followed the on-
line instructions, completing all informational forms and clicking “submit” on the
final page, an email will be sent to the address which you supply confirming your
interest in providing a submission for the record. You MUST REPLY to the email
and ATTACH your submission as a Word or WordPerfect document, in compliance
with the formatting requirements listed below, by close of business Wednesday,
March 28, 2007. Finally, please note that due to the change in House mail policy,
the U.S. Capitol Police will refuse sealed-package deliveries to all House Office
Buildings. For questions, or if you encounter technical problems, please call (202)
225-1721.

FORMATTING REQUIREMENTS:

The Committee relies on electronic submissions for printing the official hearing
record. As always, submissions will be included in the record according to the discre-
tion of the Committee. The Committee will not alter the content of your submission,
but we reserve the right to format it according to our guidelines. Any submission
provided to the Committee by a witness, any supplementary materials submitted for
the printed record, and any written comments in response to a request for written
comments must conform to the guidelines listed below. Any submission or supple-
mentary item not in compliance with these guidelines will not be printed, but will
be maintained in the Committee files for review and use by the Committee.

1. All submissions and supplementary materials must be provided in Word or WordPerfect
format and MUST NOT exceed a total of 10 pages, including attachments. Witnesses and sub-
mitters are advised that the Committee relies on electronic submissions for printing the official
hearing record.

2. Copies of whole documents submitted as exhibit material will not be accepted for printing.
Instead, exhibit material should be referenced and quoted or paraphrased. All exhibit material
not meeting these specifications will be maintained in the Committee files for review and use
by the Committee.

3. All submissions must include a list of all clients, persons, and/or organizations on whose
behalf the witness appears. A supplemental sheet must accompany each submission listing the
name, company, address, telephone and fax numbers of each witness.

Note: All Committee advisories and news releases are available on the World
Wide Web at http://waysandmeans.house.gov.

The Committee seeks to make its facilities accessible to persons with disabilities.
If you are in need of special accommodations, please call 202-225-1721 or 202—-226-
3411 TTD/TTY in advance of the event (four business days notice is requested).
Questions with regard to special accommodation needs in general (including avail-
ability of Committee materials in alternative formats) may be directed to the Com-
mittee as noted above.

Chairman STARK. We will begin the hearing, and Congressman
Camp has been otherwise detained and probably went over for the
vote.
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I will start, and thank you for being here to discuss the potential
for genetic science and the need to protect genetic information.

We find that patients are reluctant to undergo genetic tests, un-
less they can be sure the results won’t be used against them, and
I don’t blame them. Health insurers are in the business of not pay-
ing out money when they can avoid it, and so they have got an in-
centive to use whatever genetic information they can get to deny
coverage or raise rates.

Employers can also use this information in hiring decisions and
one of our witnesses will describe his victimization in that area.

We have got to ensure that patients and workers are protected
against the discrimination so they can realize, as all of us should
be able to realize, the benefits of genetic testing.

We have been deliberating this policy for 12 years. We made
some improvements in HIPAA and many states have enacted some
protection since then. The laws vary greatly and we should have,
I think, comprehensive protections.

It appears we are close to realizing our goal to ban discrimina-
tion on the basis of genetic information and the Senate has passed
similar bills. It is my understanding the administration supports
the bill that is now moving through Congress. I look forward to
working with my colleagues on this policy.

Congressman Johnson has graciously offered to put Congressman
Camp’s opening statement in the record. On the conclusion of that,
we will hear from Dr. Collins, who is the director of the National
Human Genome Research Institute at NIH in Bethesda.

But if you will withhold, and Mr. Johnson, would you like to sub-
mit Mr. Camp’s remarks or put them in the record? It is up to you.

Mr. JOHNSON. If you don’t mind, Mr. Chairman, I would just
like to say that in his closing paragraph, he says, as this Com-
mittee considers the Genetic Information Nondiscrimination Act, I
hope we will recognize that, with sufficient protection in place sur-
rounding use of genetic information, the information can be used
in positive ways that actually improve the lives of patients and we
should not hinder these promising medical advances as we attempt
to protect patients and employees. He thinks we can work together
to do that.

I would like to insert the whole thing in the record.

Chairman STARK. Without objection, the opening statements
will be in the record in their entirety.

[The information follows:]

_ I'would like to thank all of the witnesses for testifying today about this important
1ssue.

I think we are all in agreement that individuals should not be discriminated
against on the basis of their genetic information. Insurers should not be allowed to
use genetic “markers” to deny insurance coverage or increase out-of-pocket costs, nor
should employers be allowed to fire employees simply because they possess a gene
that could lead to a particular disease later in life.

However, the use of genetic information is not always harmful to patients. As
we’ll hear later from Dr. Corwin, advances in medicine have allowed doctors to tai-
lor treatments in accordance with an individual’s genetic information. Results from
genetic tests allow physicians and other providers to better target preventive care
and disease management techniques to those who need it most.

For example, a patient that possesses a gene for a type of colorectal cancer would
be recommended to receive more frequent cancer screenings. Knowing this, the

health insurer would know to approve coverage for these additional screenings be-
cause the patient would be at a higher risk of developing colorectal cancer. Early
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detection and treatment has been proven to produce significant savings and improve
quality of life.

As this Committee considers the Genetic Information Non-Discrimination Act, I
am hopeful we will recognize that, with sufficient protections in place such data can
to improve the lives of patients. These promising medical advances should not be
hindered as we attempt to protect patients and employees. I am confident that we
can both protect patient privacy and improve health care services.

With that, Mr. Chairman, I yield back the balance of my time.

Chairman STARK. Dr. Collins, why don’t you proceed in any
manner you are comfortable? I want to just tell our guests that Dr.
Collins may have to zip out of here to make a plane, and we will
excuse him at any time he feels it’s necessary.

Proceed.

STATEMENT OF FRANCIS S. COLLINS, DIRECTOR, NATIONAL
HUMAN GENOME RESEARCH INSTITUTE, NATIONAL INSTI-
TUTES OF HEALTH

Dr. COLLINS. Thank you, Mr. Chairman. Good afternoon.

Yes, I am Francis Collins. I am a physician and a scientist. For
the last 14 years, I have been at the National Institutes of Health
and I have had the great privilege of leading the Human Genome
Project, which many have considered to be the most important sci-
entific undertaking that humankind has ever mounted, reading out
the letters of our own DNA instruction book.

The purpose of this was to advance medicine, to improve the like-
lihood of people staying healthy and to treat disease more effec-
tively when it occurs. We are making great progress.

The Human Genome Project accomplished all of its goals ahead
of schedule and under budget in 2003 and, on top of that, we have
now built several more new discovery engines that have put us in
a position now to be able to discover what, in fact, are the heredi-
tary factors in a long list of diseases that are particularly common
in our population. In just the last 2 years, we have discovered
major genetic factors for macular degeneration, one of the most
common causes of blindness in the elderly; for prostate cancer, for
Crohn’s disease; and in a particular explosion of information hap-
pening right now about adult onset diabetes.

We have known that these are conditions that run in families,
but now we are on the brink of very precisely identifying why that
is and providing the opportunity to tell individuals who are at high
risk about their risk, and therefore giving them a chance to reduce
that risk by changing diet, lifestyle or medical surveillance.

This then puts us in a circumstance of being able to contemplate
a future of truly personalized medicine. You wouldn’t go to the shoe
store and buy any old pair of shoes off the rack; you would want
to be sure it was your size. Yet in medicine, we have often been
forced to practice one size fits all because we didn’t have the infor-
mation about individual parameters to be able to do a better job.
We are now able to do that in some instances, and that is growing
by the day, not only in terms of predicting risk of disease but also
being able to choose the right drug for the right person at the right
time, based on their individual DNA sequence.

Yet there is a cloud on this horizon. The cloud gets darker and
more threatening every day, and that is the risk of genetic dis-
crimination.
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Individuals who might wish to have this information about their
own future risk of illness or about what drug they might best be
treated with are terrified that if that information gets into the
wrong hands, it may result in loss of their health insurance or po-
tentially loss of their job. While there is, as the Chairman has indi-
cated, effort under way in many states to deal with this, it is a
patchwork of different kinds of laws with many exceptions. If we
really want to protect the American public, we would have to do
it with Federal legislation.

Twelve years ago, colleagues of mine and myself wrote a paper
in the journal Science advocating for the importance of this kind
of Federal legislation. It has been a long, hard slog getting to this
hearing today where it does appear that finally there is momentum
to see this happen.

Let me quickly put a human face on the issue. On the screen
over here, you see a diagram of a family. You can tell who are boys
and who are girls by the figures here. I draw your attention to the
individual with the red arrow.

This woman came to seek advice because she had suffered from
both uterine and colon cancer at a relatively early age, in her thir-
ties. It turned out, so did her mother and so did her aunt.

After some investigation, it turns out that this is one of those sit-
uations where the precise DNA glitch could be identified. She was
actually not sure she wanted that done because of her concern it
might be used to take away her health insurance. But ultimately
she decided to go through with it.

She was found to carry a specific misspelling in a particular
gene, which confers this high risk of colon and uterine cancer to
anybody in the family who carries that same glitch. The other peo-
ple you see there in yellow are all at high risk of also having that
same misspelling and a test is immediately available for them.

Yet, in this family, after much discussion amongst the family
members, not a single one of them decided to take advantage of
that test, even though we know that in this situation, knowing
you're at high risk can be life saving, allowing you then to get into
a program of annual colonoscopy starting at a very early age, pick-
ing up that early tumor while it is still easily treated.

So, this is a real example where the risk of genetic discrimina-
tion is probably going to cost somebody their life because of their
fear of being able to get the information that they otherwise need.
That is not just this family. A recent survey done by my colleague,
Kathy Hudson, revealed a couple of weeks ago 93 percent of the
American public, when asked the question whether this kind of ge-
netic information ought to be available to employers or health in-
surance companies said, absolutely no. So, this is a widespread con-
cern.

At NIH, where we do a lot of genetic research, fear of genetic dis-
crimination is causing many people to decide not to participate in
that research, which both deprives them of the opportunity to get
useful information and deprives all of us of the results of the re-
search.

So, we need to take action, and the sooner the better. Every day
that goes by, we are missing out on opportunities. As this kind of
information more and more moves into the mainstream, and it will
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soon, it will have a dampening effect to say the least if people are
afraid of obtaining this information about themselves.

This is about all of us. There are no perfect genetic specimens.
We all have these glitches. We have the chance to find out what
they are in a way that will benefit us. But we need to be assured
that that is safe.

Thomas Jefferson wrote the words that you see over there on the
Jefferson Memorial: “Our laws and institutions must go hand in
hand with progress of the human mind.”

Progress of the human mind has led us now to this remarkable
point where we can read our own DNA instruction book. Our laws
and institutions need to keep up with that, providing people with
the kind of reassurance that this information is safe to obtain and
won’t be used against them. This is an issue of equity, of justice
and of civil rights. You don’t get to pick your DNA; it shouldn’t be
used against you.

The President of the United States in his visit to NIH earlier this
year strongly endorsed the need for this legislation. Secretary
Leavitt has been very much out in front of the promise of personal-
ized medicine and the need for better policies to provide a safe har-
bor for people who wish to have the information as part of their
medical care. So, all of us hope that this will be the year where the
American people are given a gift by the Congress that is long over-
due: Federal legislative protection against genetic discrimination.

Thank you very much. I will be glad to answer your questions.

[The prepared statement of Dr. Collins follows:]
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Gond aflemoon, Chairman Stark and meembers of the Subeosnmine:. Thank v for the
opportunity bo speak with you today. | am Frances Colling, Directer of the Nalional Human
Geninme Rosearch Institoie (NHGRI) ot MIH, part of the Mational Issiivates of Health (MIH}

within the Department of Health and Human Services,

It & my plesssre s be appaanmg belors you taday as yvou comsider the Genetic Infomation
Wombscri mmsnog Acl of 2007, Wi sland at a oritical time in the development of medicing: the
enapping oF the humes genoms has provided powerful new ools o wedersiand the gemetic hass
el iz, bul oiir abality to fully mealize the promise of persanalizsd medicing is lsniied by
lepitamate fear of how this poeerful miormation could be abused. Many people are alfaud tha
therir penetic informaticn will be used ogamsi them and sre wosillisg so participale in medical
research or be tesied clinically, even when they are a1 substantial nsk for srrious dissese. More
than fem yewrs ago, sxpent sdvisors w0 the genoime praject conchided that federal legislmion s
needed B0 provide all Amestcass with protecioom against genetic discrimination in kealih
insuranes and emprkoyment, Without i, we may never mealize the fall potenizal of gesomic
research, and, more imgertantly, of isdividuilizal approaches to health care.

Miw Tools and Technobegies

Sinee the completion af the Human Genome Project {HGP) in 2003, magor advances (n our
understandings of the causes of discase have been appeanmg & an sccclermall pace. As oni
erample, the HGP enabled the developmen of the “HapMap,” & detailed map of variations in the
spelling of our TH4A instruction books. Rescarch supporied by NHGRD hes adso lad to anders of

magertude reduction in the costs of sequencing an isdividual s complete genome for medical
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purpasiz. (18 the vison of NHGRE thal withen the mext tem vears, the cost of sequencing the
womplele genome of an individual will be 8106060 or less. Shoubd an isdividual s choose, ths
information could then be used &= pant of routine medical care, provideng health care
professionals with a more acourate means b predict disease, personalizs tneatmenl, and preempt

the coomrence af illness.

New Findings in Gemelics of Common Disease

Even befire the £1000 genome hecomes a reality, advances from gename resesch are already
Jexding |o important new understznding of the role of gemetic {sciors i 4 nenber of common
diseases For instance, the Hapddap made possible research that recently identified two major
genes that imfluence risk for developing abal macalar degimeration, a leading cause of vision
loss i this ediderly, with thase at lowest risk havieg léss thin 1% chance of developing the
digesse, and those s highen risk a 30% chance. Other similarty derived recent discoveries
intlude wlomtiBeation of variants in differem genes that elevate nisk for developing tpe 2
dligbetes, Crohn's diseese, prostate cancer, and Aldbeimers discase. Other now findings include
the wdentification of genetic variases thai prediet whether ar ot a particular individual will
respond well 1o drug freatment for disesse, of will suller a sade effoct. Each of these discoveries
opens o new path iownrd disgnosis, prevention, and eestment, but the public will be relsciant bo
traved these paths if fair and reasonshle protections againgt the improper use of genetic

imformamion ame nol i\ plese.

MHGRI &= currently involved in ather groundhreaking Enitiatives, soch as the Geoele

Assocuiion [nformation Metwaork (GAIN} and the Gemes, Environment, and Health Initiative
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({:EHIY, that will acoelerate understanding of the environmental and pesetie casses of comnios
diseases much = asthma, schizophrersa, cancor, bapalar descise, diskstes, and Alzheames's
diserse. Increased understanding will im furm bl L betber slrabégies for indivadislined
prevention and treatmeent and enahle the developenent of personalized bealth care. KHGRE] has
alsu joaned with NIH s Natlesal Cancer Instisuie in fonding n joint project called The Cancer
Genome Atlas (TOGA) to acoclerate understamdng of the malecular hasis of cancer through
application of genome smalysis technodogies. TCOA willl prowide nine insighta inla the

banlngical basis of cancer, and will kelp to optimio: trealment and prevenlicn Siralegice.

Abrady, heshiheares providers can 1est whether sonee of us carry DNA vananes thal pre-dispose
s 10 cerimn discases, mnd new rescanch elfors conld help io cxpand this capability and possibly
affer hetler opporiunsties for proventnve memuncs, 15 illsess deze coe, docters will heve more
powerfid tools io dentify the molecular conses, and to prescnbe medicings basald on
individealized genetic infommation. This is oor chance o treesfonm medscine from “ome-size-

fis-alT™ 1wz a potenially personalimed spproach.

Fear of Decriminating

As vom can see, the scimoe of genamic medicing 18 pocketiag forwend, Bt fear of genetic
discrimination threatens 1o show bath the advance of such promndbreaking hicenadical rescarch
and thee integration of the fruils of thal rescanch iméo our mabon's baalth cang, M mclividuals
continue b worry thet they will be demied bealth imsuranoe or refused ooployment becauss they
have & predispesition 1o o partcular disease, they may fonego genetic testing thal could help

guido madscal pralisssicenls to lessen their risk, simply because the 1est identifies them as having



12

such a prodisposition. Thas is aboul all of us, & these are mo perfect specimens at the DINA level;
each ome of us carmes numerous. e vanants thal menciss our ek ol developing ome dipzmse or

aniother. Therefore, each one of = is a1 sk for genctic discnminstion.

Public concems gt the possible misuse of their genetic information by izsurers or employers
Berver beeem documenmiad. A recem MNIH sbody of familes at risk for hereditary nonpolyposis
colorectal cancer {HNPOC) (o pestsculiar foem of colon cancer) nevealed that the number onz
concern expressed by participants nepanling gpenetic Lesting wis about losing healih inssrance,
ahamld the krowmded ge of their genetic test resull be divulged or Bl inlo the “wrong hasds,”
Wearly half af mdividuals with 8 5% chonce of baving the HNPOC mwstation oied fear of
insurance dis:rimisalion a8 teir greates concem semounding their participation in thes study.
Sirmilarhy, a recent survey af the personsd amitudes of cancer genetics specialins showed tha
6% of respondents would not bl their own insurmsee eompany for HNPCC or breast and
ovarian cancer (BRCA) genetic lesting due 1o fear of genetic discmination, and 26% al

respondents garl they woukd use an alies when being tested.

WHGOR] romains deoply comeemed about the impact of poteniial genetic discnminmion on both
resuarch and slinieal practics, Unless Amesicars are conviseed that their genetic information
will =t be used againgt thena, the era of personalized medicine may never come to pass. The
result woald be o contmuation of the curmznl eie-sise-fis-all medicine, igonng the abundam
ecientific evidence that the genetic differences among people help oplan wiy some of us
hisefit ficen & therapy while others do not, ond why some of u= suffer severs sdverse effecls

from a medicatsan, while athers do net
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I 05, the Bush Adminssiration isssed a Statemenl of Admimasirative Polscy sspporting Senalo
massage of 5. 306, the “Genetic Information Mondiscrimanation Act of 30057 That ball never
came i s vode i dhe Howse. In Jamuary of this year, the President visited the MIH and agnin
called on Coogress 1o pass o hill lo pratect Amencans [bom genotic discrminalion. Wi shane the
President's concern and commitneent %o this issue, and we are delighted 1o sze this issue hemg
taikosth up eaely im the 1101 Congress. We are hopefial that thes will b the year when the
American people an: given a galt that 18 leeg overdu — Rederal legislative protoction against

penetic discrimination.

Thank v, Mr, Chairman, | woakl be pleased 1o answer any questions thet the Commiee

might have.
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Chairman STARK. As I understand it, most of us are not offered
these tests at our regular annual physicals and so we don’t have
many cases of actual discrimination. People have suggested we
wait until the testing is more universally performed. Would you
have any comment on that strategy?

Dr. COLLINS. If you were standing in the middle of a train
track and the train was headed toward you but it wasn’t going to
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hit you for another 10 minutes, I suppose you could decide to wait
a little longer and see if you could just, in the nick of time, jump
out of the way.

If, on the other hand, you are a thoughtful person or trying to
preserve life, it would probably be better to make another plan.

Yes, you are quite right. Most of us have not yet been offered this
kind of test. Even though there are a thousand tests available, they
are mostly for rare diseases. As the family I showed you indicates,
oftentimes the trigger is a very strong history and not all of us
have family histories like the one I have shown you.

But increasingly, this is coming into the mainstream. Certainly
with the proliferation of discoveries about diseases like diabetes
and Alzheimer’s, asthma, hypertension and so on that are hap-
pening right now, it is only a matter of time, a short period of time,
before this does find its way into the kind of talk you are going to
have with your physician in the next few years. Do you want to
know about these risks? Many people will want to answer that,
yes, and to be reassured that it is safe to do so.

Chairman STARK. Well, where do I go, Doc? Say, all right, I am
a believer and I want to go have my DNA recorded and then I want
somebody to tell me which of these ugly things are going to happen
to me, is that available to people with an internist as a primary
care physician or people in health plans, generally? What do you
do if you want to do it?

Dr. COLLINS. At the present time, the first thing would be to
collect a really detailed family history. Because family history is ac-
tually a genetic test that is quite revealing and actually free. You
don’t have to send off your DNA anywhere. Then a physician who
is knowledgeable about genetics, which increasingly is more and
more physicians—that is something we are working on—or a ge-
netic counselor could look at your pedigree and say, okay, here are
some particular things that we might want to think about testing
for.

At the present time, that would be the trigger. We are not at the
point where we yet have any tests that are being recommended for
everybody as a screening test for future risk. Before taking that
step, you want to be

Chairman STARK. But even though you don’t recommend it, is
there one?

Dr. COLLINS. So, if you want to go to the worldwide web, you
can find organizations that will market a lot of genetic tests to you
at a certain price. I would be a little wary of those. If you look care-
fully, many of those are tests that have not been scientifically vali-
dated. They will also oftentimes, after offering you the test, try to
sell you a nutritional supplement that will take—do something
about your genetic deficiency. So, there is a little bit of a racket
going on.

Chairman STARK. I can’t get by the Viagra ads on the Internet,
much less worrying about those guys selling me the other supple-
ments.

Dr. COLLINS. These are in some of the same category, I am
afraid. So, we are not quite there.

But, Mr. Chairman, I think again for some people we are there.
For that family, we are there. You will hear from Mr. Escher on
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the second panel, about how this kind of genetic testing was ap-
plied to him without his knowledge.

Again, why would we want to wait to fix this issue from a policy
perspective until we have hundreds of millions of victims? If we can
kill the risk here earlier on, we should do so.

Chairman STARK. Is there something we should do in Medicare,
aside from this protection? I don’t suppose Medicare pays for this
yet. Is there something we should do that would encourage or ac-
celerate the more generalized use of these tests for the benefit of
those of us who are Medicare beneficiaries?

Dr. COLLINS. Sir, that is a great question. In fact, we have been
in discussions with CMS about what would be the criteria to begin
to reimburse for these genetic tests.

The Secretary’s Advisory Committee on Genetics, Health and So-
ciety, SACGHS, has been meeting on a variety of topics like this
and, in fact, issued a report about a year ago on coverage and reim-
bursement for genetic tests, which specifically addressed the ques-
tion that you asked and, I think, made a number of points about
what criteria Medicare might want to consider in making a deci-
sion about when to cover for these kinds of predictive genetic tests.

I think those are thoughtful recommendations. I think they are
under serious consideration. It is, in fact, a very good thing that
there is at a high level this advisory Committee that advises Sec-
retary Leavitt about genetics, because this is coming along so
quickly.

Chairman STARK. What does a genetic, you know, nice, broad,
all-inclusive genetic test cost? To the closest thousand dollars.

Dr. COLLINS. That is a hard question, because both of the num-
ber of genetic tests is expanding quickly and the cost is coming
down so fast. At the present time, you could test a specific place
in your DNA sequence and ask whether it is a letter T or a letter
C for something in the neighborhood of less than 50 cents. But, of
course, on top of that you have to have quality control and you
have to have somebody who is going to sit down with you and
spend health professional time going over the meaning of the re-
sult.

So, I actually think it is not the cost of the test that is going to
be limiting. It is going to be the other important aspects of that,
as far as the delivery of that information, so that you can use it
in a way that benefits your own health, instead of just giving you
a laundry list that doesn’t make sense.

Chairman STARK. Thank you.

Mr. Johnson, would you like to inquire?

Mr. JOHNSON. Thank you, Mr. Chairman.

You know, I appreciate the fact that people, including me, want
their genetic information protected from the wrong eyes. This legis-
lation that we are considering has a fairly broad definition of ge-
netic information, including family history, which you say is impor-
tant.

Dr. COLLINS. Yes.

Mr. JOHNSON. Do you think that is too much or not enough?

Dr. COLLINS. I think it is actually quite critical to include fam-
ily history. As you can see from this example, a family that I talked
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about, family history is often the trigger that initiates an examina-
tion that results in a genetic test being conducted.

You can imagine if legislation covered only the results of a test
but not the family history, then the amount of protection being of-
fered would be quite limited and almost nonexistent in a situation
such as this sort. After all, the insurance company or the employer
might say, well, it wasn’t the genetic test that caused me to decide
to jack up the premiums or to pass over this person for a pro-
motion; it was their family history. Unless family history is in-
cluded in the definition of genetic information, then essentially this
bill would be toothless.

Some of the states have, I think, made that mistake and have
bills that have genetic information that don’t include family his-
tory.

Mr. JOHNSON. Yes, but what percentage of the family history,
what percentage of the time does it actually come true that they
pick up this problem?

Dr. COLLINS. Sure. Most of the time, family history is a clue
but it is not certainly determinative of what is likely to happen.

Mr. JOHNSON. Right. Right.

Dr. COLLINS. Again, the point of the bill is to try to say if there
is predictive information about somebody’s likelihood of falling ill
downstream, and they may well not fall ill downstream, that pre-
dictive information ought not to be used to take away their health
insurance access or their access to a job. They ought to be judged
on other:

Mr. JOHNSON. I know. But our job is to try to keep the insur-
a}rllce9 companies from doing just what you said. How do you do
that?

Dr. COLLINS. The way this bill has been written, and it has
been under construction now for many years in the many iterations
that we have gone through over 12 years getting to this point

Mr. JOHNSON. I understand that, and that has been one of the
problems we have had.

Dr. COLLINS. I think it has carefully considered all the ways in
which there might be loopholes to the protections that the public
needs and expects and tried to cover those loopholes with things
such as including the family history in the genetic information defi-
nition.

Mr. JOHNSON. Well, but you made the statement also, I believe,
that it requires several if not a whole bunch of people to figure out
thel?family history. How do you keep all that information confiden-
tial?

Dr. COLLINS. Again, it should not be confidential to the health
care provider. Let us be clear, this bill, and it has some specific
language in it that says this, should in no way be construed to
interfere with the practice of medicine between the health care pro-
vider and the patient.

What this is saying, in terms of the health insurance provisions
is that the health insurance company may not request or require
that kind of information. If they happen to obtain it, which they
might very well in the process of reimbursement for services, they
are not to use that information in a discriminatory way that would
cause that person to lose access to health care.
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So, it is, I think, worded appropriately, so it doesn’t get in the
way of the delivery of medical care, because we all believe that
ought to be better, not worse. But it puts in place protections
against the misuse of the information in a discriminatory way.

Mr. JOHNSON. I think our lawyers will like it.

Thank you, Mr. Chairman.

Chairman STARK. Mr. Thompson, would you like to inquire?

Mr. THOMPSON. Thank you, Mr. Chairman.

Could we talk a little bit about how the folks’ concern that they
may be subject to discrimination is affecting efforts in regard to re-
search?

Dr. COLLINS. Certainly. That is a very serious issue right now.
This is not a hypothetical future risk. In fact, we have documented
this over the course of more than 5 years.

At NIH, we run many research protocols where it is part of the
protocol to undergo a genetic test, whether it is for colon cancer,
as in this situation, or breast cancer or diabetes or a variety of
other conditions. Individuals are intensely interested in those re-
search protocols, especially if they have a family history and they
are wondering about their own future risk.

We have documented that the most common reason why someone
who is otherwise very interested and willing to join up to a re-
search study decides to back away and that reason is genetic dis-
crimination. Roughly a third of the people who would otherwise
participate are now deciding not to, specifically because of this con-
cern.

As a physician, I can’t sit across from somebody expressing that
concern and tell them that their concerns are unwarranted. At the
present time, without this legislation, they are actually, I think,
looking at a serious risk. Even though we are very careful about
how we keep the information confidential.

This is permanent information. Once you have had a genetic test
that shows something about your genome, that is going to be with
you from now on. Without the assurance that it won’t come back
to bite you, some people just aren’t willing to take the chance.

Mr. THOMPSON. Are those data quantifiable, or is this anec-
dotal?

Dr. COLLINS. They are quite quantifiable. So, I can submit for
the record, three manuscripts that have been published that de-
scribe what those statistics look like. They all come up with this
conclusion. It is about a third of individuals in these research stud-
ies who decide not to participate because of this specific fear.

Mr. THOMPSON. Mr. Chairman, I would like to ask that those
documents be submitted for the record. I think that that is very im-
portant. Because it sounds like if this bill were to pass, that would
fix a lot of this problem.

Dr. COLLINS. A huge sigh of relief would settle over the re-
search community that we would no longer be in the embarrassing
position of having to tell people that this is not a safe procedure
to undergo. A huge sigh of relief would fall over some of the physi-
cians who are currently in a position of having to advise patients
with a high risk of breast cancer that if they are going to undergo
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a BRCAL test, they might want to do it under a false name. People
are doing that right now.
Mr. THOMPSON. Great. I think that is important.

[The information follows: PENDING]

Mr. THOMPSON. Then the other question I have is, if the bill
were to pass, are there any things in this that we should be con-
cerned about as far as it would impact prevention and wellness
programs that are offered by some health plans?

Dr. COLLINS. No, I don’t believe that there is a concern there.
Obviously, that was an issue in the drafting of this bill to be sure
t}llat we didn’t discourage in any way wellness programs that em-
ployers

Mr. THOMPSON. You feel that that has been well protected?

Dr. COLLINS. I believe that that has been very well protected
by the way the bill has been written.

Mr. THOMPSON. Thank you, Dr. Collins.

I have no further questions, Mr. Chairman.

Chairman STARK. Mr. English, would you like to inquire?

Mr. ENGLISH. Thank you, Mr. Chairman, I would.

Dr. Collins, welcome. We are delighted to have you here and I
am particularly delighted to be an original cosponsor of Represent-
ative Slaughter’s bill.

Looking at the big picture, sir, can you tell us first of all what
the current cost of a genetic test is? Second of all, if utilization in-
creases, what likely impact is that going to have on the quality of
genetic testing and its cost?

Dr. COLLINS. So, currently the costs are all over the place in
terms of a specific test. As I mentioned earlier, the actual cost of
being able to go and look at DNA from an individual and say, do
you have a T or a C in that position has dropped profoundly and
1s in the neighborhood of less than a dollar.

But on top of that, there are many other costs that fit in, and
I might mention that one of them is that some of these tests have
been exclusively licensed to a single diagnostic company, which has
tended to discourage competition, and so some of the tests have, in
fact, remained more expensive than certainly on a technical basis
you would expect they need to be. Including at least one that is up
in the neighborhood of $3,500 for a genetic test.

But those costs will be coming down, and will be coming down
rather quickly, I think, as the number of tests grows and the abil-
ity to multiplex them increases.

The wider availability of such tests, I think, would in fact drive
costs down. It would certainly improve the possibilities of individ-
ualized prevention, something that we all hope and dream for. At
the moment, if you are going to go to your physician and say, I
think I want to practice better prevention, what should I do, you
will get a sort of one-size-fits-all prescription, maybe a little bit
tweaked by your family history or your blood cholesterol, but not
in an individual way that would be possible with this new kind of
information.

So, as we bring that more into the mainstream, I think that will
have the potential of keeping all of us healthy for a longer period
of time. Goodness knows, if we are going to sustain the costs of our
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health care system, we have to do a better job of focusing on
wellness instead of treating far advanced disease.

Mr. ENGLISH. Dr. Collins, that was going to be my next ques-
tion. You know, assuming for a moment, I mean, there are a num-
ber of proposals out there for how to cure the health care system
itself. But given the fact that most of them, I think, are grounded,
whether they are based on a government model or a market model,
most of them are grounded in achieving cost savings.

How would a broader use of this sort of testing contribute sub-
stantially? Can you give us an example of a utilization of this test
that is just now on the horizon that could have a significant impact
on the cost of health care?

Dr. COLLINS. My boss at the NIH, the NIH Director, Elias
Zerhouni, is fond of pointing out the four P’s of where we are going
in terms of the practice of medicine, if we are going to drive down
costs. That is personalized, preemptive, and predictive. All of those
apply to what we are talking about here, as well as participatory,
the fourth P; that is, getting everybody engaged in more attention
to their own medical care.

I can give you an example right now where costs have already
been documented to be reduced. Interestingly it is the same condi-
tion that is diagramed there on the screen, a condition called he-
reditary nonpolyposis colon cancer. This affects something like one
in 500 individuals in this country who will carry a misspelling in
one of these genes that causes colon cancer and sometimes uterine
cancer as well.

We know that if we could identify those individuals, tell them of
their risk, get each of them into a program of colonoscopy begin-
ning at an early age, maybe age 35 instead of age 50, you can go
through the calculations and they have even documented this now
in real cases that have been followed for some time, that you will
reduce substantially the downstream occurrence of metastatic colon
cancer, which both costs productive years of someone’s life and ac-
tually costs medical care dollars in great excess of what the
colonoscopy would have cost. That is a published analysis that will
tell you this is an approach that not only saves lives, it saves
money.

Mr. ENGLISH. Thank you, Doctor, and thank you, Mr. Chair-
man. I yield back the balance of my time.

Chairman STARK. Mr. Becerra, would you like to inquire?

Mr. BECERRA. Thank you, Mr. Chairman.

Dr. Collins, thanks for being here with us. Let me ask a couple
of questions regarding how far we extend the protection. I think
most of us agree that we need to do more to protect individuals
when it comes to the use of the information, genetic information.
But we also want to make sure that because it is genetic informa-
tion, it goes beyond just the individual but includes family mem-
bers as well.

How far do we extend that? At what point do you say that you
can’t protect the great-great grandchild of the person whose genetic
information was taken?

Dr. COLLINS. So, obviously, there is no bright line one can draw
and say, well, family history is no longer relevant. When you get
to that point, the way the bill has been written, it goes to the
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fourth degree relative, which is to say if you're talking about me,
you could be talking about my mother, that would be one degree;
my aunt, that would be two; my cousin, that would be three; my
first cousin, once removed, that would be four. That is a bit of an
arbitrary dividing line, but it seems nicely inclusive of where most
of the major risks are going to reside.

Mr. BECERRA. I think a number of folks would say that is going
pretty far out, that first cousin once removed. At what point, are
you stifling the ability to actually use information for valid pur-
poses?

Dr. COLLINS. I hope not at all. Again, the purpose of this bill
is simply to say that that kind of genetic, predictive information
ought not to be used by a health insurance company, particularly
in the individual underwriting market, or by an employer to make
decisions that would discriminate against that individual.

But it is, I hope, absolutely clear that this in no way is intended
to inhibit an interaction between a health care provider and their
patient, trying to assess what is best for them as far as preventive
care that is going to keep them healthy.

With regard to this fourth degree relative, again, just look at this
family that is up there on the screen. While I won’t try to count
through all the relationships, there are certainly people in that
family who are at high risk for colon cancer who are fourth degree
relatives of other people with colon cancer, because it has really
traveled through that family in a very devastating way.

Mr. BECERRA. Because this is science, this isn’t two dice that
we are rolling on a table, we feel pretty comfortable that we can
make these predictions that we need that type of protection for
purposes of nondiscrimination, because it is based on hard numbers
and available data?

Dr. COLLINS. It will be based on hard numbers in the sense
that you can make a prediction statistically based on somebody’s
position in the family and what you have learned about their DNA
sequence, what their likelihood is of falling ill. But I should be
clear about this.

Most of the genetic tests that are going to find their way into the
mainstream of medicine in the next three or four or 5 years will
not be yes/no; they will be, well, your risk is threefold higher of get-
ting diabetes than somebody else. Or your risk of getting prostate
cancer is threefold lower than somebody else. But you could still
get it.

The idea here, though, is to be able to optimize where you pay
your highest level of attention as far as your own prevention, in-
stead of having everybody do the same thing, which is what we
have largely been doing before. But most of these tests are not
going to be deterministic; they are going to be predisposing.

Mr. BECERRA. I have one last question, Mr. Chairman, and Dr.
Collins this is going to take you somewhat off base, so ratchet your
brain a bit, because this is a different question. It still relates to
genetic information.

I would like you to give me your thoughts, and if you can’t give
me too much right now, I would love to chat with you later on
about this.
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Right now, we are talking about not misusing this information,
not taking it beyond the health care arena to make decisions. I
have a concern that we are seeing more and more genetic informa-
tion being withheld because of the ability to patent genetic infor-
mation, genes, and therefore keep it out of the public domain un-
less you are able to pay the high price to get the information.

I know that is not necessarily the subject of this hearing, but I
am wondering if you have any thoughts about the whole issue of
patenting genes and genetic information?

Dr. COLLINS. Thank you, Mr. Congressman. Yes, I have a lot
of thoughts about that and if we had more time, I am sure we
could dig deeply into that. I am aware of the bill that you and Mr.
Weldon have recently introduced on the topic of gene patenting.

This has been a subject of intense interest from the Genome
Project’s perspective. One of the things that we did to try to defuse
what was a bit of a gold rush toward claiming parts of the human
genome was to put all of the information that we derived on the
Internet every 24 hours, basically making it prior art and therefore
less likely to have IP claims upon it. But, of course, a lot of genes
did get claimed anyway.

The NIH has worked hard, I think, to put out guidelines on this
topic. I would particularly want to refer to the guidelines on re-
search tools and also the guidelines on licensing of genetic discov-
eries because it is not just patenting, it is licensing that often ei-
ther creates a good or a bad situation.

I think we make a mistake, though, when we think of patenting
of genes as a moral issue. I think it is really a legal question. The
real deciding question ought to be, is this benefiting the public or
not? Because clearly there are instances in which a patent benefits
the public by providing the kind of impetus for developing a prod-
uct that the public needs.

One can cite the example of erithropoetin, for instance, as a very
valuable pharmaceutical and those who developed that would tell
you that a patent on the gene was essential from their perspective
to invest the hundreds of millions of dollars that it took to get that
drug to market. But is it reasonable to patent a gene where there
is no therapeutic sort of pathway that is apparent? Many of us
would say, no.

In more than 10 years of working on this issue, it shareholder
become clear to me that it is extremely nuanced and there is no
sort of straightforward, easy answer to the kind of important ques-
tion that you have just asked.

I actually think, compared to where we were 10 years ago, there
is a lot more sensibility out there. But we are living with the legacy
of a lot of patents that were issued in the course of the last 10
years that, in retrospect, may not have necessarily been good for
the public. How we sift through that thicket and try to continue to
make progress is providing a bit of a challenge.

I am getting on a plane in about 3 hours to go to Europe to talk
about an international project to try to inactivate every single one
of the genes in the mouse, the mouse being our most important lab-
oratory model. The biggest thing that is getting in our way is the
thicket of patents about the technologies that have been developed
to do this. It is actually creating quite a major headache. In retro-
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spect, some of us wish that people had not been so quick to rush
out there and claim those discoveries.

Mr. BECERRA. Thank you for the answer.

I yield back, Mr. Chairman.

Chairman STARK. Mr. Camp.

Mr. CAMP. Thank you, Mr. Chairman.

Dr. Collins, good to see you again. I am sorry, I apologize for
being late to the hearing.

I appreciate your testimony, and obviously, this legislation has a
lot of bipartisan support. It passed Education and Workforce with
a voice vote. The idea of restricting insurers’ use of genetic infor-
mation or employers, for purposes to either deny people coverage
or deny them employment is something that nobody wants to see
happen.

But I have a question. You mentioned in response to a question
that, obviously, having a health care provider and patient could be
very, very helpful. The question I have is, if an individual has this
information and needs extra cancer screenings or blood tests, their
insurer is going to know because they are going to have something
out of the norm.

How do we safeguard using genetic information for positive rea-
sons and also preventing it being used for the bad reasons?

Dr. COLLINS. So, the drafting of this legislation very much
seems to take that into very serious account in trying to get the
balance right. Because, clearly, you don’t want to discourage the
use of what could be highly valuable information because some-
thing in this legislation seems to imply that it is improper.

Again, there is nothing in the legislation to say that a health in-
surer who learns about genetic information of one of the people
that they cover is in trouble, as long as they did not request or re-
quire this and as long as they do not use this in a way to discrimi-
nate. But, clearly, they are going to obtain this information.

Employers may, by accident, obtain this information. There is
clear language in here to say there is a safe harbor if this is genu-
inely something that was dug out improperly, that there is no cul-
pability on the part of the employer for that.

I guess I take particular comfort in the language here, the rule
of construction, which says, and I am quoting here: Nothing shall
be construed to limit the authority of a health care professional
who is providing health care services with respect to an individual
to request that such individual or family member of such individual
undergo a genetic test.

So, they are trying very hard, I think, to make it clear what the
goal is and what the goal is not. I think the way this is couched
would accomplish that goal of encouraging the use of genetic medi-
cine without allowing the discriminatory use, which will cause the
public to stay away from it.

Mr. CAMP. As well, you're correct, not only will insurers get that
information, but any employer will have copies of those insurance
claims, they are going to have knowledge of any special test in the
future that may be required because of a propensity for some kind
of illness found out as a result of genetic testing.

Dr. COLLINS. Again, I think the bill makes it clear that employ-
ers who obtain that information as part of the routine practice of—
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the fact that they are responsible for health coverage for many of
their employees are not held responsible for that. That is not con-
sidered a violation.

It is considered a violation, on the other hand, if they require it
or in other way put pressure upon the employee to go through a
test that the employee was not planning to undertake.

Mr. CAMP. You also indicate in your testimony that if safe-
guards are not put into law, there could be not as many advances
in scientific research in this area.

Dr. COLLINS. Yes.

Mr. CAMP. That you are finding some research participants are
concerned the information that may be found will be used against
them?

Dr. COLLINS. Yes, and there are well documented examples of
that.

Mr. CAMP. Is there any indication that some people just don’t
want to know what their genetic information is?

Dr. COLLINS. That is certainly true. In particular, in a cir-
cumstance, of course, where there is nothing you can do about it,
genetic tests can predict your propensity for future illness. People
are particularly interested if that is then tied to an action they can
take to reduce that risk. In fact, it is that kind of study that we
are primarily conducting at NIH where there is a potential inter-
vention. Most people want that information.

The kind where you can’t do anything about it, there are some
research studies of that sort. Certainly some people decline simply
because that is not information they want.

Mr. CAMP. Just finally, I see my time is about to expire, but can
you quantify the amount of research that might go forward if these
safeguards are put in place? Is that possible to do?

Dr. COLLINS. In a certain sense, that we can already tell you
that studies that offer people genetic information as part of the re-
search protocol, a third roughly—and this has been true of several
different studies—of the people who are offered the possibility of
participating and who say they want to, basically then walk away
because of their fear of genetic discrimination.

So, we would increase the participation overnight if we could as-
sure people that that is no longer a risk. My hope is, it won’t be
long before we can do that.

Mr. CAMP. All right. Thank you very much again. Thanks for
your testimony.

Dr. COLLINS. Thank you.

Chairman STARK. Ms. Tubbs Jones, would you like to inquire?

Ms. TUBBS JONES. Thank you, Mr. Chairman.

Good afternoon, Doc. How are you?

Dr. COLLINS. Good afternoon. Just fine.

Ms. TUBBS JONES. Good. My predecessor, the Honorable Con-
gressman Louis Stokes, has a building named after him at NIH.

Dr. COLLINS. My laboratory is in that building.

Ms. TUBBS JONES. It is in that very building? I thought that
it might be.

I want to speak to you about health disparities and the impact
that genetic testing could well have on the high rate of health dis-
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parity among African Americans and people in the majority in the
country.

Tell me your impression as to whether this will assist in reliev-
ing us of disparities or perhaps elevate some of the disparities.

Dr. COLLINS. It is a very important question, and one that
many of us have been wrestling with in terms of the most effective
way to get the answers to the causes of health disparities, which
we know continue and are vexing and troubling and do not show
signs of going away any time soon.

Obviously, when you see a circumstance where a particular
group is experiencing a higher rate of an illness or a more severe
form of the illness, there are many reasons why that might be. Cer-
tainly access to health care often turns out to be a very significant
one, as do other environmental circumstances such as diet, such as
cultural practices. But, of course, genetics is always in there as a
possible contributor.

We don’t know in most instances whether it is an important con-
tributor or not. Until we find out, it is hard to come up with a good
prescription of how it is we can close these gaps as far as experi-
ences of good health.

I will tell you one example. Prostate cancer. We have known for
a long time that prostate cancer runs in families. We also know
that prostate cancer tends to afflict African American males at a
substantially higher rate and oftentimes at an earlier age. The
question has been, what is that about?

Within the last year, there has been a discovery of a major gene
that seems to be involved in prostate cancer risk, initially discov-
ered in Europeans and subsequently, in a very careful study of Af-
rican Americans, it looks as if it may be even more important in
that group. So, in this one instance, we might have a clue that at
least part of that health disparity ties into this particular genetic
factor.

Now, that could be extremely useful to know in the sense that
that genetic factor may predict a bit about how to follow those indi-
viduals and what kind of intervention might work. Instead of the
one size fits all, well, you know, you should go to the doctor, you
should have your PSA, maybe, maybe not, depending on who you
ask. Now, finally, we are going to have more of a bright light shin-
ing on the cause of this illness. What I am saying for prostate can-
cer is now being attempted for diabetes, another disease of major
health disparity.

Ms. TUBBS JONES. The true dilemma is that, historically, Afri-
can Americans have been reluctant to participate in any type of re-
search based on their experiences of discrimination in research in
health care.

Dr. COLLINS. Understandably.

Ms. TUBBS JONES. To add to that, the genetic testing presents
another level of concern.

I also am smiling because I am sitting here thinking about the
fact that Reverend Sharpton has now learned that he is related to
Strom Thurmond. I guess Strom is turning over in his grave, but
just to think about the connection between—for majority and mi-
nority in terms of that.
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But I really want to go back and focus—that was kind of a light-
ness in what I was talking about. But the reality is that discrimi-
nation, which may appear to be or a policy which maybe appear to
be neutral on its face can have a discriminatory impact. That is
why in litigation with regard to discrimination, we look to not only
whether it is neutral on its face but whether it has a discrimina-
tory impact.

I am just saying to you, based on my experiences in that and the
fact that I am African American and represent a large population,
and I know I speak on behalf of the Congressional Black Caucus
on this issue, that as we walk down this road, we need to be par-
ticularly concerned about the impact that this could have on not
only African Americans but other minorities in our country about
access to health care and research and the like.

I thank you for your response. I think that we have an oppor-
tunity to really make a significant impact. But I am just trying to
back up and say, pay close attention.

Dr. COLLINS. I am totally with you. I agree that is an issue that
we ought to have at the top of our agenda as we see how personal-
ized medicine begins to become a reality.

My hope would be that this bill, which takes genetic information
off the table in important decisions about employment and health
insurance, will be a step in the right direction.

Ms. TUBBS JONES. Because it looks like possibly—and Mr.
Chairman I know I am over time and I am almost done—that as
we provide health care to all Americans, the worry is that there
will be those who will cherry pick the most healthy people and
leave the people who need the most health care out in a pocket by
themselves, which makes their health care so much more expen-
sive.

I am hoping that, as we go down the genetic trail, we don’t give
people who want to discriminate another opportunity.

Dr. COLLINS. I completely agree we you. At the moment, they
hﬁwe that opportunity in certain loopholes. This bill aims to plug
those.

Ms. TUBBS JONES. Thank you, Mr. Chairman. Thank you, Doc.

Chairman STARK. Thank you.

Mr. Emanuel.

Mr. EMANUEL. Mr. Chairman, thank you.

Dr. Collins, I will try not to make you late for your flight to Eu-
rope here.

Pretty much a lot of the other questions I was going to ask have
been asked. So, if I could just narrow it down to just one particular
subject, and that would be the overlap between the research you
are talking about, genetic code, genetic information, and the area
of medical records.

I am hoping our full Committee and this Subcommittee will deal
with the issue of medical records, electronic medical records, and
how do we want to do something over here and something over
here and the two aren’t either complimentary or cognizant of each
other.

So it is not a specific question, how do you protect genetic infor-
mation. But it is a specific question. If you could look forward,
what guidance would you give to us? As I do think we have to deal
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with medical records, electronic medical records that is. What infor-
mation would you impugn to us or give to us so we do that right,
so that we can accomplish both goals?

Dr. COLLINS. That is a great question and one that many of
us

Mr. EMANUEL. I will make sure my staff know, since they
thought about it.

Dr. COLLINS [continuing]. Many of us are thinking about ex-
actly that, and certainly Secretary Leavitt is both extremely per-
suasive about the need to hurry up here with electronic health
records and also very committed to this idea of personalized medi-
cine. So, this is being discussed at a very high level in the Depart-
ment of Health and Human Services.

That includes, by the way, a serious discussion about how we
should take genetic information that is going to find its way into
these electronic records and standardize it so that you could actu-
ally make some sense out of it when you are trying to compare
across different databases.

For me, as a researcher, the chance that over the course of the
next few years we might be able to learn an awful lot more about
the interaction between genes and the environment will mean that
we need to have standard ways of keeping track of both environ-
mental exposures and genetic information in an electronic form.

I think actually these things dovetail quite nicely. Because the
fact that you are trying to develop an electronic health record with
a standardized way of incorporating genetic information provides
you the opportunity to put it into a field that is appropriately la-
beled so there will be no ambiguity here about whether this is
something which ought to be protected by this particular non-
discrimination bill.

As opposed to the current rather messy medical records system,
where you might have to sift through many pages of hand-scribbled
notes to even be quite sure what is in there that ought not to be
used by a health insurance company in doing individual policy un-
derwriting.

So, my hope would be that if we have a system that can actually
better incorporate and better label the information about each of us
in our medical care, that will facilitate the process of avoiding the
kind of discriminatory actions that otherwise could happen.

Mr. EMANUEL. Mr. Chairman, I don’t have any other questions.
I do think that as we look at the notion of electronic medical IT,
electronic medical records, this information, I think, will be very
important in guiding us as we start to develop that piece of legisla-
tion, which I know has been a priority for you and something we
discussed in the last congress.

Chairman STARK. Thank you.

Mr. Pomeroy, would you inquire?

Mr. POMEROY. Thank you, Mr. Chairman. I have no questions.
I just commend Dr. Collins for the wonderful presentation he gave
the National Prayer Breakfast. I completely enjoyed it. I wish you
had brought your guitar today; maybe you could have regaled some
of this testimony in song. But you did a wonderful job and I have
also enjoyed the testimony. I have no questions to add to it.

Thank you.
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Dr. COLLINS. Thank you.

Chairman STARK. Thank you. Have a safe trip. Don’t forget
your passport.

Dr. COLLINS. I won’t get very far if I do.

Thank you all very much.

Chairman STARK. Thank you, Doctor.

We will now have a panel inform us about various aspects of this
issue. Ms. Karen Pollitz, who is the project director at Georgetown
University Health Policy Institute; Ms. Sharon Terry, who is the
president and CEO of the Genetic Alliance; Mr. David Escher, for-
merly in the employ of the Burlington Northern of Reno, Nevada,
and Dr. William Corwin, the Medical Director of Clinical Policy,
the Harvard Pilgrim Health Care service on behalf of America’s
Health Insurance Plans.

Why don’t I ask you to testify in the order in which I called you.

So, Karen, welcome back to the Committee. Why don’t you pro-
ceed to enlighten us any way you would like.

STATEMENT OF KAREN POLLITZ, PROJECT DIRECTOR,
GEORGETOWN UNIVERSITY HEALTH POLICY INSTITUTE

Ms. POLLITZ. Thank you, Mr. Chairman, Mr. Camp, Members
of the Subcommittee. I am Karen Pollitz, and I direct research on
private health insurance at Georgetown University’s Health Policy
Institute. I am pleased to testify today about genetic discrimination
in health insurance and about H.R. 493, also known as GINA,
which would prohibit it.

Congress and the states have already taken some steps to end
genetic discrimination in health insurance but work remains to be
done. For example, with HIPAA in 1996, Congress prohibited in-
surance companies in the small group market from denying cov-
erage to any small employer based on any health status reason, in-
cluding genetic information. HIPAA also limited the imposition of
preexisting condition exclusion periods in all group health plans
and prohibited pre-ex based on genetic information in all group
health plans.

However, HIPAA did not set any limits on what employer groups
can be charged in terms of premiums based on the health status
of members of the group.

Congress has also limited medical underwriting in Medigap or
Medicare supplemental insurance. Seniors who apply for Medigap
policy within the first 6 months of Medicare eligibility cannot be
turned down or charged more based on their health status.

After this open enrollment period, however, seniors may face
medical underwriting in the Medigap market. Federal law protec-
tions also do not apply to disabled beneficiaries under the age of
65, although more than 20 states do limit medical underwriting by
Medigap insurers for these individuals.

In the past, critics have questioned the need for Federal law pro-
hibition of genetic discrimination in health insurance arguing that
very few such instances of problems have yet been documented.
However, it is important to remember, as Dr. Collins just said, that
very few individuals have undergone genetic testing to date.

For example, since genetic testing for hereditary breast and ovar-
ian cancer became clinically available via the BRCA1 and 2 tests
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in the mid-nineties, 75,000 individuals have been tested through
the commercial lab that holds the patent on these genes and ap-
proximately 9,000 have received a positive test result. So, there
aren’t that many people yet to be discriminated against.

My colleagues at Georgetown and I recently completed a study
on individual health insurance market underwriting practices with
respect to genetic information. We asked 23 individual health in-
surance companies to medically underwrite hypothetical applicants.

Four pairs of applicants were presented. Within each pair, one
applicant had received a positive genetic test result indicating
higher risk of future disease. In seven instances, five of these 23
responding medical underwriters said they would take an adverse
action based on genetic information. They would turn the applicant
down, charge them more, or permanently exclude coverage for their
preexisting condition, which was the genetic information.

We also asked underwriters what action they would take based
on an applicant’s receipt of genetic services, which is mentioned in
GINA. Specifically, we asked them to consider an applicant with a
BRCA1 mutation whose doctor had discussed or recommended pre-
ventive surgery to reduce her future risk of cancer. Thirteen under-
writers responded to this question. Of those, five said that they
would take an adverse action based on even a discussion of risk re-
duction options and 10 of 13 said they would take an adverse ac-
tion if the doctor had recommended an intervention to reduce risk.

Our research findings confirm that patient fears about genetic
discrimination in health insurance are not unfounded. A Federal
law prohibition on medical underwriting based on genetic informa-
tioln in all types of health insurance is reasonable and good public
policy.

Finally, Mr. Chairman, I would just note there was discussion
earlier today and concern has been raised at prior hearings that
H.R. 493 would prevent insurers from using genetic information for
medical appropriateness review of claims. It does not.

Current law, health privacy rules, expressly permit the use of
personal health information including genetic information for med-
ical appropriateness reviews and H.R. 493 does not disturb that au-
thority. The bill does prohibit insurers from requiring an individual
to undergo a genetic test. That’s different. The decision to undergo
a test is very personal and impacts not only the patient but poten-
tially members of their family. As you heard Dr. Collins say, some
people don’t want to have the test. So, that decision under the bill
rests with the patient.

But once a patient has undergone testing, the information about
the results of that test can be available for appropriate uses by in-
surers.

Thank you very much for your time today.

[The prepared statement of Ms. Pollitz follows.]
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Chasmam Stark, Representatzve Camp, and Memibers of the Subcommities, my name is
Karen Pollite. | am an edumet professor of public policy at Georpetcam University and disset
restarch on private health inseramce at Georgetown's Health Policy Institute, [am plessed (o
testify todsy on the sulbgect penefic discrimination in health mewranee.

For more than & decade, scientific and prblic policy leaders, mehading the Secretary's
Aihvisory Commnittee om Genetics, Health, and Saciety, have called on Congress o enact
corgrehensive begal prohibitees oo health mosrasoe discrimination;

*“[The Commitiee] heard from many Americens who are concemed about the misase of

penetic mdormatson by thind parties, such & heslth insurers and employers, end the

potestiad for desermination hased on that information. Masy sated the: fear of genetic
diserimination would dissusde them from undergoing n penetic test or perticipating in
penetic research studies. Othiers etated ey woadd pay ot of pocket for 2 gesetic test to

peevent the results from besg placed in their modeal record. Such concerns are a

distesrent 1o advances in the feld af gesete testing and may hmit the realizimon of the

benefits of genetic testing.™

Without question, & peohihition on genetic dserimination challenges & key construet in
eedically underwnitien health msorece. b retum for premesm payments, msurers promess o
profect commamers apamst the cost of unknoen, fiture medies] nsks. Insurers use medical
emderwriting to distizguish known sisks that will not be covered. Eventally, scientific sdvances
maay render this constnact ohsolete, end all people will be able to dmscover one or mome of o

fiztare health risks through genetic festing — rendering us all “uninsurable.” By profecting our
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mmmability, hiweves, GIMNA alse makes (@ more lkely that the medicsl benefies promised by
mﬁ:mlmmhpﬂmmﬂrdimﬂmtmiﬂmmmm-ﬂ

preventrve Theragees for masy serions and expensfve healdy conditions.

Comgress and the states hawe alrendy gone a long way toward ending genetic
discrimimation m health mearenoe, thoegh work remains to be done. There is not yet
pomprehensive proteciion against genetic discrimination i health meoramoe. Comprehensive
profection will prevest all health plans and health insrers in ll markets from turming people
diswen, chamging them mies, of cnsluding of Hmiling coversd beneliis eed om genetie
informatiom. Cnly federsd legislation can accomplish this gnal

In 1596, Congress enacied the Healsh Insurance Portebility end Accounizbilice Act
{HIPAA), sciting federal minamam standards for privabe health insuranee; including a
requincmiezt that employer-sponsoned grosp health plans may nol exelude partictpants basel o
genetic mivrmation of other factors reluting 1o health sintus. HIPAA also prohibied group healdy
plems from imposing pre-existing condition exchsnon periods based on geretic information.
Heoever, HIPAA &id mot prohibit individual market bealth msurers from onderamiteg on the
bais of genstse information, nor did it Fomil insuners i any macked from varying premiless on

Emece HIPAA, 43 states Bave prohibeted use of genetic miormation by mdividual market
Bealth insurers. (Bec Appendiz Ad  Most have enacted shbory profatations, which wiry, Scené
slate laws, for example, prohibit medical underwriting based on gesets 6 nesulis, bul nel i
family hissory, A few etales prohibil insurers foom denying coverage bassd on genetie
infoeresion, bl permit premiums v be secharped. [nberestmgly, moat siae insurance regulaions
waald enforoe & Benader prohibition on penetie discrimination than plem sisfmory language might
otherwise indicaie. For example, most sy insurers canmot underaiie based on femmly history,

even when this i= zot specifically mcluded in the state law definition of genetic sdormation.
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Hovwever alate laws do nal apply 1o group healtl benefies offered by so-called seli-maumed
emnpiover plans hecause & feders] low called ERISA presmpes sine reguletion i this aren,
Congress is now considering F 493, the Genetic Information Mondiscrimratsan Act
(EIMA} This mpertant legislacion was introdunesd o cetablish comprebensave nanonal standands
thal proteet apain penetic discriminstion in health insurasce and evmployment. Thle 1 of this bil
wiild prohikst discrimisation sgingt members of employer-sponsored group bestih plans based
o their penetic imformatian, including receipt of genetic services. The group market provisions
af Title 1 wonld glso probibit insurers from charging emplover proups higher premiums based on
penetic informmtson about members of the prosp. Group healih plan nd bealth maurance
stemidards in HE 453 ore drafied in baoth ERISA and the Poblic Health Service Act. In order for
tkese sandards o be enforceable mmilar o other federal group health plan standards,
amendenents 10 the Intemal Revene Code would be nesded, a5 well.  Tige | of HR 493 also

prohibits genetic discrimmmation in individizal health insurance, snd in Medicare supplemental

imsurance policies,

Smmhlmnﬂm@nmﬁﬂiﬂklmm
arpuing that there (8 no evidence that insurers cogape i genetic discrirnation,”
Aecordmg 1o one idhesiry expert,

“Thuere i good reseanch oul thene showing that people believe eplovers, bealh insurers,

dectors and the family dog are asing genetic information agaimst them. [But] Bealth

ThURETS are ool uding practie mforsmieon, Thene 8 a very real publse fear bt it is

umfiesded, That informetion is not being used against people foday.™

Hireeewes, 18 35 unliicely that medical underamiters m healih insamnce have had mamy

oppartumities bo Escrimirate based on penetic infonmation. The sceence of genetic besting (s sl
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young, e relatively fow imdividuals have onderpone predictive genetic testing in the U5, For
exarmple, genetic testing for kereditary bresstiovanan cancer via BRCAT and HRCAD pestmg 11
cne of the better knoem and moce widely used predictive penete tefte. Sinoe this proetic test
berame clinically available in the mid 1990s, sbout 75,000 mdneiduals have been wested through
the commercial kb which halds the patenis om these penes, amd approsimaiely 9,000 have
received positive test results.’  Meny, if not most of those patients with pasitive test results likely
were thiuned by employer-eponsored group health plars, where diseriminatics baged on health
stalus i3 already Barpely prohibdisd

Evven 50, ks cousstive genes associnied with increased susceptibility o commin diseases,

aach s asthona, heart disense, and cancer are sdentified, the number of 1ested individmls wall
grow considersghly, [t is therefore importam to understand how health msurers would respend fo
Eenetic information about applicants for coverage when they encoumer tns mformaton in the

medacal undeswriting process.

Bockaround on Medizal Undewriting
Endlividdual hiealth insurance plays 2 small bt iepoetant role m our satsen's gyaien af’

health covemge. People oflen tum 8o this market when they camet pet health benefiss (rom an
employer o whin they ane tneligible for pablic peograme sech & Medseare or Medidaid, In
2005, ever 17 milbiom people in the 1.5, were coveed by individal healih insarsnce, or &6
percent of the son-chlerly population.’ On averape, over & three-year period, one in four adults
Torys o sl individual coverage”
Indsvidual healih memmnce 15 medically underwnitien in mast states. This means

applicants for covenpge mmost submit information aboul teir aament and past hiafh st — for
example, whether they have been diagnased with medical conditions such as dighetes, dives of

e rezsces: for recent plysician visits, names and dosages of recently prescribed eoedications,
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ohe. Health maanes applscations pically do not include specific gueshions about genetic tem
information nor s Gamily kealth higbory,

Oin s mreany a2 balf of individual health insaance applications. underariters meke o
decrzion 10 s or dechne coverage hsed solely on health status imformetion provides on the
HF‘F'H:ﬂim.'- Far other applicants, addibomal informeation may be required. Al spplicatsors foe
medically underwntien kealth msurance policies require writien consent io release any medical
mesorile sred fo submit b further medical examinations that may be reguested.  Most ofien
sditionsl medeeal miormation will be sought directly from the applicant (for example, o
telepleme inlerview W detenmine resalis ol a necent pap lesi), or her physician.  Less frequentiy,
epplicants mary he requared 1o take 3 physical examingtion or sdeml samples of urine, blood, oo
salive for testing, A 3001 report on medical underwriling practicss Tound that in the coarse of
il 20} spplications for coversge studied, underwriners requested forther specific medies) hisores
1 7% rmew, attending physican statements and‘or copies of patient medical records 140 fimes,
samplies of blond, slova, oF urine fior lsberaary lesting 46 times, and parsmedic physical
examination of the apphicam 21 times.* (hher experts on individual health imsurance market
undersTiting suggest patient medical records are nypically requesied on 30 pereent of
applscations, whilo a very small portion of ierrers {estimaried at fewer than one-in-ten) may
requesd records on mare than 40 percend of opplications.” B is in this additional imvestigation of
an applicant’s modical history and bealth statos thed mformetion about genetic testing is lkedy in
he deseovered. Undersrilins can come scross medical informatson they did not specifically seek.
Oeee disclosed, hivwever, they are obliped 1o comsider, evaluaie, and acl upon all availabie
indnrrmam.

The actions underwrisers mey take o an applieation fall imo tiree maln canepore,

*  Coverage may be offered, or the applozsst may be turred dows,
¢ [ offered, covernge may be prized using & standand rass premiven, o @ premisen sunchangs
may be applied.
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e If offered, the pediey may inglude all covered benedis, or censin benefiis may be apecifically
lrmmited e excluded, For exemgile, the insurer may apply an exclusion rder,” or increase the
podiey”s annuel deductible.

Lagt year, my collesgaes and | pammened with Beth W, Peshkin, & senior gemetic coumssor
and aesocute professor of oncology ot Georgetown’s Loambardi Comprebensve Cancer, 1o
cordact 8 study of medical underwriting practices in the individual health insurnce market as
they relme o genetic infomaton. Cur team also waorked with private nisk management
pomsultants to design and implement this stody.  This project was supparted by a grani from the
Mathan Cusrerings Foundstion,

Professional pedicd oederamiters from 23 insurers - same bocel end some pai-stale ~
volumieered 1o participaie in a survey shom medical inderwriting practices and genetic
informmlion.  Survey participants wene sensar hoalth underariiers from 23 eompanies that sell
individhal healily mseranee, Sixteen worked for nationel, commercial insurers that write coverage
in reaxthple states; seven worked for nonprofiz Blue Cross Blue Shiekd plans. The sive of
participating insurers vared, though sccording b deata from the Mational Associatios of leuranes
Cammigsaoners, Tiee of the panicipating insurers rank smong the top 1en heslth insewmee
companies based on notiona] markes share, ond eight renk amang the fop 25 companies.'™
Particaanis and their employing insurers wene promised anonymity.

Crar survey koo particpeamls 1o underwrite eight bypothetical applicanss for caverage,
The applicanis wers armanged m pirs that wene slmost identical excepi one person in each pair
had received o positive peneiic 168t result. For cach pair of applicants, medics] informatiom was

provided dat would tely proompt further myvestigaton by undewrmere. The survey noted when

'.n'l.ni:ll:ll.umrid:rl:nlnmqmmnll:m_pﬂ:rthspuihﬂymhﬂ:whl
samed keallh comdition, Sometimes exchivion niders also choiinale cover jpe Toe bady pafts of sysiesid e
a henhl conditicn moght affect.
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penetic best pesall information wae dacoversble via patien medical records or ather follow up

inuuiry. The hypothetcal applicests pressited in the urvey were:

Ana and Bremda — healihy 29-year-olid woenen whio receive regular somml
masmograns well before the age of 20 when such serecnimg 18 recommended for the
general population. Upon review of medical recoeds, it s clear thag both Asn and
Hressda have s famity hisiory of tressi cancer, In addicion, Brenda has mberined &
BRCAT mutation, peesing ber lifetime risk of breast mnd evariam saneer i§
sigrificamily elevaied, though not cennin.

Clarice and Dorem - 48-year-old women who are ten-year breast cancer sarvivors.
Bath wamen recestly had preventive surgery 1o remove their cvaries. Upos roview
of medical records, it is clear thas Denna’s reson for endsrpoing perpery wis a
genetic tes8 result fram 2003 which was pesitive for mutation im the FECA S gene,
memning her lifetime risk of b secand bresst cancer 15 significansly elevated, ‘i not
CETRm.

Evan und Frite — 52-yesr-ald men in pood bealth, Bath reesive regulsr blood iesis
tn monstar biood mmon levels, In fallow up telephone interviews both men
sckniowledpe & close family Bastory of Hemochromatasis, thosgh blood 1esis for both
men have conesvicnstly heen negative Tor clevaed blosd irom kevele. Frtz bas also
undergone penetle testing with & poestive result, mearngg his blood mon beeels may
evenrually merease and need 10 he mEmged,

Galen and Howord <= ddeyraroodd men in excelbent healtth. Both of their insurance
applications disclosed a revent consuliation with a candiologist, and both take srveral
ratrmlicenal supplements &ily. Medical records indicate CGialen eougi g eheckap
after a nebghbor his ape deed suddendy al s heart anack, Heovard's visit wis
proergied by an onling genetic nestmg company meport that sxid he bas gene varifasis

that pun hirm a1 risk for heart dissase, The cardiologist questioned the validity of the
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teans anid asgured him the gene variangs found are commonly ohserved in most

peopie,

Survey participants wemn asied whal underamiting actionds] They would take in response
to each of the hypothetical applicanis. Five of The 23 undererilens respondead i seven inslindes
that they would treal appicants diflerenily baesze of thewr peseine informtion, For Breadsa, the
bypothetal applacend with a BRCA] sratation, meurens # 7, S8, and 223 el they woukd,
respectively, offer Brends coverage at o surcharged preswom, demy her applecation, ed offer
ﬁlm}liﬂh;rldq’mhﬂqumﬂﬁmuﬂ discrders relaied 1o her breasis. Par
hypothetical Donma, o feoeyear broast caneer surviver with a BRCAT mastation, insurer 811 would
reject her applscation. Insarer #1 eald consideration of the application from hypothetics] Frite
waeralil he postposed perding provision of additional medical information, while insurer #E would
demy Fritr's application. Finally, insurer ¥& would postpone consideration of Howard's
application pending provision af additional medscal information

In addetion 1o these sctae, th e other mitances underaritens (for insurers 27 and 421
WETE UNCErinis as 1o the approprate wderarineg action and syid they would need in consalt their
medical direciors. (S2e Table 1)

The good news is tat moet ssdervrilers sid most of the tme that they would pot 3ot hased
on geeetic infremation. Most said this s becouse their company policy is to underaTite on the
basis of a definstive dagnosis and tneatment, and they do not undéereritg on the kagis of fmaly
histary or penelic information o the absence ol a dagnoess, Mas underwriiers believed their
company policy had been adopied parsuast v lias probibi g this practice, (These from mule-
stabe inspers gand ther company’s polley would apply even in those steies that kave not yet
enscted legulation.)

Hevertheless, survey findiegs are slso consisient with patent and policymeker concems

thet penetic discrinuzation in beakth insurance can happen inday and could pose o problem m the
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flture. When askad whether they would tke pdverse action hased on genetic information in the

ehsenze of legal prohitetons, memy mnderariiers enswened yes.

Tabike 1. Usdderwriter Respatse o Hypathetical Applieants Wilk Genstic Infsrmativa

|Applicano badvital had poliive genstic iesi resules|

e | #nn Ereade | Chrioe Donam Esan itz Galen Howar!
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Azmoan
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Maig: Table shawd saly ess imderariting oo wl
pereic ifanmation

Linderwrner esporees Io genetic services

13 dillered bewees apmloam s based on

Lepslation before von today also prohibits health insorance disermstinalios kased o mecsipl of or

request for genetic services — & lerm which mcludes penetic comnssling 10 iHICee] O 185084

genetic information.  Eome patienis with mherniied risk of discase teday have optons — rimging

from lifesnyle chenpes W preventive thempies or surgery - o reduoce that foture risk aed may
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cansider those puruant 1o peeeihe festing.  As part of our research, we asked urderwriiens o
participate in 0 follow op survey that also fested 1heir reaction to genetic services. The follow up
smevey sought sdditienal information about coe of the hypothetical applicasts with a BRCAS
rmriation, who woald alzo lave been counseled abmn options for reducang her inhermed nsk of
hressst and ovarian cancer, Underwriters were asked, "I Dionna's medical records indicated her
doesar kad discussed or pecommended optioes to redoce ber risk of furre breass esmcers (for
enample, prophylactic surpery) whal underwnting actions would you lake on ber applicalion?™
Cinly 13 underwriters responded to these follow up questions. OF those, five indicated
they warnld take an adverse petion in responss o Donne's decior awing discussed risk reducing
options, while ten of 13 sd they would ke an adverse sction if the docor recomenended a
significant medical procedurs to redce mberiled s (Ses Table 2) Inerestsngly, when the
sam question was posed o sale nsuanes regulatons, sl siod thear ws would slso profect
agrinst genetic dscrimination based en these kinds of patico-physician communications. [See

Agpendix B)

Table 1. Underwriting Acans for Doses Bssed on lsdervesdioes

10 Reduee Breast Cancer Hisk (Caunseled vs. Hecommended)

InRUrar Undsrwriling Action

Doctor discussed prophylactic | Doctor ecommanded prophylactic
surgery ko redisce itk h]mﬂn‘_iﬁfﬂl.ﬂ”

1 Fogipone

F Prohatly Rider Probebly Rider |

4 Rala Fate

il Rider Rider

T Ricker or Dany

il Dany

1 Dany Dﬂ[

12 Ridad

1

15

18 Postpane

17 Dy Dherry

a0
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Linwtations of Methodology
The sl mumber of sell-seleciod sirvey respondents means resals carmot be interpreied

15 repeesentative of the entire health innumnce indusiry. In addition, hecause the srvey asked
rgazetions skt only three penetic tests, resalis provide oo inforemton sboa how underwribers
might respand 16 ether fypes of prmete information or mberited risks. Other study derign aspects
may tave biesed resulis. For example, sarvey respondenis came from a self-selecied sample of
thse who participaie i a professiceal enderwritieg study group and whe tend 10 be mare senior,
enpeert, s informmed o fssues, [n additom, he sarvey chearly idemtified the issue beng
stidied, potentially hissing respondents o answer “correctiy.” On the other band, savey
vignettes also made cbvices applicants” genetic information, Therefore results do not shed light
on how well underwriters recognize, or overlook, this information when they encoomer it in
practice. Mewvertheless, the respenses of 5o sany mainstream insurers provide important insights

imtn mdustry underwriting precices relmed to genetic infonmatom.

Indusiry expers aid oibers have wged That haal® msumnes derimsmition based on
genetic information happens raredy, if at &, today, snd there 18 evidence wo suppor this
contention. The kiw mcidezce of predictive genetic weszing in the general papulution & one key
regsom, [naddition, predbiiions m mene than #0 siates oy descournge insmers [rom actively
seeking ot information shoul applicants’ penetic stahs or fram acting opan such inforration
when i is discovered in the course of underaviting. Mast cariers sarveyed said dhey do not
underwrite hised on peseiss mformation,

Hcrwwﬂ-. finhings showed thal soene individus] marke! insaens wioald a1 om genetic
indormation if they discovered il. [n seven of the 92 decisions racked by this study, sn ineurer
used peretie information 4 the bass for ther action (o decling!postpone, limil coverage of

sgrharpe premivmes., These seven decisons were limited 1o five of the X1 insurance camiers znd
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were sprend acroes all four applicants with geretie isformation, Ose of thess eepoadents
expressed uncerizinty as to the mearing of one of the gesetse eps Experts in the Geld of
penitics have long called for "vigorous adocatiosal efoms™ within the Ssumnce indstry o
improve undersiending shom genetic informatian. Findings from thie shedy suppes such
rducation could be bereficial.  Comprehensive federal legislanos could slso reinfores and
sirengthen state restrictions and promote 2 uesform standard within the health srsorance gdeatry
lia pever uge penetic miormation in medical undersTiting.

From the merer pergpeeetive, medical imdernriting in individual health msuranoe &
Pased om o key premise: The iesurer peomises Uy cover an mdividual's firhure kealth care riskes ot
cally if the sqplicant diseloses knonm risks today, Public pobicy has nsisted on am excepbion for
genetic mioemation - protecting this informetion, & lean parially, because the climical
significanoe ind promise of this scimoe & so profound.  Policymealkers will kave to decide how
comprehensive ssd unifonm protections should be, In s dioing ey will have o consider tho
probdem of health Erorurmee discrirmamation in light of what geneoc testing meaps for patients
1oy and what il is [Zoely to mean i the fulure. Advances in genetic science may meke possible
itramsahe improvomenis in medicine and public health that can reduce or prevent the meidenoe of
many sariels and expemaive health conditions. For that ay te come, patients will need
essurances that they con hoth leam their genetie saus and take approjmate actices 10 neduce their

risk and improve teir healih without endangenmg their insurability.
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APFENDIX &

State Prohiditions om Llse of Genetic Infremation in Meieal Underweitisg,

Indivicdual Healih Insurance Markel

Pagiibited Underwriling Action
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Chairman STARK. Thank you.
Ms. Terry, would you like to proceed?

STATEMENT OF SHARON F. TERRY, PRESIDENT AND CHIEF
EXECUTIVE OFFICER, GENETIC ALLIANCE

Ms. TERRY. Chairman Stark, Representative Camp, and Mem-
bers of the Subcommittee, thank you for the opportunity to testify
here. Representative Slaughter, Biggert, Eshoo and Walden dem-
onstrate robust vision and courage to introduce again the legisla-
tion that will make it possible for Americans to benefit from new
genetic tests and technologies.

My name is Sharon Terry, and I am the president and CEO of
Genetic Alliance, which is a coalition of more than 600 disease sup-
port groups. Mine is not a chosen profession, I have been assigned
it, since my two children have a rare genetic disease for which
there is no treatment and I long for the day that we can have many
people enter research.

I am also the chair of the Coalition of Genetic Fairness and I
have worked on this legislation for 12 years myself, since Chair-
woman Slaughter first introduced it. With others present here, I
founded the Coalition for Genetic Fairness to support this legisla-
tion and we have had a long and uphill battle.

We are several hundred organizations strong and include mem-
bers from every sector of society, disease support groups, health
professional organizations, women’s leadership groups, labor
groups, academic, and most significantly companies like
Affymetrix, IBM and Twentieth Century Fox. We have com-
promised and conceded a great deal during these years and I be-
lieve that the bill before you is fair and well balanced.

Many Americans fear that genetic information may be used by
insurers and employers to deny, limit or cancel their health insur-
ance and/or to discriminate against them in the workplace. As
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ance and/or to discriminate against them in the workplace. As
more genetic tests become available, there is real concern that this
genetic discrimination will increase. More than 40 states have en-
acted legislation on discrimination and more than 30 states have
enacted it in the workplace health insurance in the first case.

Despite the presence of these state laws, only comprehensive
Federal legislation can guarantee that everyone in the United
States will be protected. This legislation will prohibit the use of ge-
netic information as a basis of charging more for health insurance,
limit the collection of genetic information by employers and insur-
ance, limit the disclosure of genetic information by employers and
insurers and apply to individual health insurers except if covered
by the portability provision.

In 1997, following a number of papers, some by Dr. Collins and
others, and symposia calling attention to genetic discrimination,
Chairwoman Slaughter and Senator Snowe introduced companion
bills in the House and Senate. Over the next few years, there were
several senate hearings, reintroduction of the bill in both cham-
bers.

President Clinton first endorsed the legislation and then signed
an executive order to prohibit discrimination. Meanwhile the Sec-
retary’s Advisory Committee on then Genetic Testing and the Coa-
lition for Genetic Fairness among other bodies called for the pas-
sage of the legislation.

In 2000, Dave Escher and others experienced discrimination,
which he will tell you about after me.

At the start of the 108th Congress, the bill was radically over-
hauled. We, the proponents of the legislation, were told that if we
could give up the strong protections and remedies in the bill, it
would move. The new bill narrowed the definition of genetic infor-
mation, specifically excluding protections for genetic tests related
to manifest disease. In addition, it required claimants to exhaust
administrative state and Federal EEOC procedures before seeking
court damage and limit the amount of punitive damages that can
be awarded.

The new compromise version, heavily compromised, passed the
U.S. Senate in 2003 by a vote of 95 to zero but was never taken
up in the House.

In the 109th Congress, the Genetic Nondiscrimination Act of
2005 passed 98 to nothing in the Senate. It was introduced again
in the House in March of that year and the bill was referred to the
three Committees, yours being one. It saw no action. President
Bush released a statement of administrative policy supporting the
legislation twice.

The bill has again, this Congress, 110th, been introduced in both
chambers. The Senate Committee on Health, Education, Labor and
Pensions has approved it and the Senate will bring it to the floor
for a vote soon. As you know, the other two Committees of jurisdic-
tion here, and yours, have taken swift action which we appreciate.

My passion for more than a decade has been fueled by the faces
and the voices of the hundreds of individuals who have contacted
us, fearing for their children, their families, their jobs, their insur-
ance. Men, women and children, families from communities all
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across this country have told us their stories and in some cases
pleaded for us to help them.

In 2003, Heidi Williams of Kentucky suffered discrimination
when her children were denied health insurance from Humana be-
cause they are carriers of alpha-1 antitrypsin deficiency. Her third
grade daughter wrote to her representative here in the house:
Please help my mom stop people from treating others unfairly.

Aren’t health and disease enough to worry about? We cannot af-
ford to also worry about discrimination based on our mutations, si-
lent mutations with no signs or symptoms. This is simply about
preventing the misuse of genetic information.

This is also about special interests. Let us put the special inter-
est of all Americans above all else. Every one of you and each of
your loved ones is at risk for some disease. We cannot yet easily
reduce that risk, as Dr. Collins has said, but it is in your hands
to reduce the risk of discrimination associated with that informa-
tion.

At the end of the day, we are relying on you to make it possible
for individuals to use their genetic information for the health pur-
poses it was elucidated. I have faith that you will relieve our bur-
dens, your burdens, all our burdens, and I look forward to your
good work. Thank you.

[The prepared statement of Ms. Terry follows:]
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Sharoen Terry, Coalition for Genetic Faimess

Chairman Stark, Representative Camp, and Members of the Subcommittes,
thank vou for the ocppostunity io testify here. Represemtatives Skaaghter, Biggen, Eshoo
and Walden dememstrate rabust vision and courzge (o introdoce again the begislation that

will make it possible for Amenicans to bengfit frem pew penetic tests and technologess,

My name = Sharon Terry. [ am president and CEOQ of Genetie Alliance, a coalition of
mnoee than 600 discase suppon groaps, and 1 am chair of the Coalition fer Genetic
Frirmess, | have worked an this legisistion for 12 years, sinee Chsdrwoman Slsoglter first
introduced i With others present here, 1 foumded the Coalition for Genetic Faimess o
support this legaskation — and we have had a bong snd wphill baitle. We are several
hursdred orpanizations strong and mchede members from every sectar of society - diseass
support groups Iike Facang Our Risk of Cancer Empowensd, bealiheare professional

gl Wes the Avkirica i ‘o oo, Makineal B F Gariali

1y of Pedinirics; women's leadership groups like
Hadassah, The Women's Zionigt Organization of America, labor groaps such & the
Maticnal Workrights Instibate, ncsdemia such as Brown University; and most
signifeantly, companies [ike Affymetnx, [BM. and Twentisth Century Fox, We thank
ihem and those of you, who year after vear, supparied this kegislaiian. We ane impatient

m LSS

i %0 it pass. We have compromised and conceded a great deal duning these years, and

we believe that the bill before you e fair and well-halunced

Many Ansericars fear that genetic information may be used by irsurers and employers to

deny, limit, or cancel their heahb insurance, andfor v discriminge against them in the
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Sharcn Terry, Coalition for Genebic Faimess

wirkplace, There have already been a few documented cases of such discriminaton, sd
a8 meme genilic 1eald Iecorme available, thene ie real concemn that such discrimination will
increase. Most states have now enacied health imformatian privacy legeslation. In
addition, mare than 40 states have enacied legislation oo discrimination m bealih
imsurance and more than 30 stales have enacled legslation an genetie diserimirstion in
the workplace. Diespite the presence of thess state laws, only comprehensive federal
legialateon can guarnntes everyane in the United States protection from genctic
discrimination. Such legislabion will alse signiGeantly enable bomedical rescanch
inwvalving human subjects sad genetic infrmation, because it would grestly reduce the
lizar of misuse of such information,
This legislation will;
= Prohibil the we of genctic information & a basis for charging  group more for
healih insurmnee,
= Limit the collection of genetic information by empleyers and insurers, and
prohibit them from requining an imdividual ko take a genetic tesl
= Limit the disclosure of genetie information by employers and insuners.,

= Apply to individual health insurers excepl if covenad by the portability provision,

History of the Issue om a National Level
Stariing wilh the sequensing of the human gencme, there kas been coneem that the

informaton gleaned from the very inheritance of human beings is kept safe. In 1995",

! GGenetie Discresinaiion and Health Irsurnce: s Urgrat Need for Reform published m Scimee, Ocloher
a0, 1o, Vel J70; 391
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and agnin in 19977, Dr. Francis Collins published papers on the isue of dscrimingtion
and the noad 1o safeguand tbe nation. [ 1946, in between thess two papers, NIH-DOE
ELSI National Action Plan an Breast Cancer held a workshop on genetic discrmination
in employmenl, and Cenetie Alliance published the consumer perspective on gengtic
discrimination in the journal Sciemos”, In 1997, Chaireaman Skughter and Senatar
Seowe introduced companion hills in the Howse and the Senate. (hver the next bew yeans,
there were severnl Senate heanings, reimroducizon of the hill in both chambers. addmy
Senators Daschle, Haroin, Dodd, amd Kemnody 48 sponsors in the Senate. President
Climton first endorsed the legislation and then signed an executive order 1o prohibit
discrimination in federal employment. Meanwhibe, the Secrolary’s Advisory Commities
on Cenetic Testing and the Coalition for Genetic Faimess, amang other bodies, called for
passage of the legislation anid ohserved the sscalating issues around genetic
discmmination. We find carselves facing this isue head an m the case Dave BEscher
shared wilh us, whech resiglied in e setilemen agaimst Burlington Mosthern Sanin Fe

Razlway.

At the stan of the [08th Congress, the bill was radically overhauled. We, the proponcmis
of the legislation, were lold that i we could gve up some of the probections sad reinedics
in the bill, 8 would msove. The mew bill namowed the definition of “genetic information,”
speifieally excluding prosections for genetic besis related to “manifest dissase” In

wdditicm, # required claimans o exhaust admimistrative stale and federal EEOC

! Genetic Informatinn and the Wirkplace: Legishitive Approaches and Palicy Challenpes published
Science, Manch 21, 1997, Vol 275 IT35-1737.

! Gemenc Disorimingtion: Perspeciiver of Cnsumers, published m Scienee, Doober 25, 1596, Vel. 174
e, 5257, pp. 621 - 619
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procedures before seeking court damages, and limits the: amount of punitive damiges that
can be awarded. This new compromase versaon passed the 1.5, Senabe in 2003 by a vote

of G540, bt was never taken up in the House,

In the 109" Congress. the "Genetic Information Non-Discrimination Act of 2005
(5.306) passed 98-, Representatives Biggert, Slaughter, Ney, and Eshoo introduced an
wdentical hill, H.E. 1227, in the House, on March 10, 2005, The ball was refered 1o the
Ccenmities on Educaton and the Warkiorce, the Commiteee on Energy and Commence,
and the Commitiee on Ways and Means. Tt saw no action. President Bush released a

statement of sdministrative policy supporting the legislation.

The bill has again been mtnocduced m bath chambers, The Senste Commities on Healih,
Education, Labor, and Pensions has approved it and the Senate will reportedly bring if to
il Mhoor for o vole soon. As you know, the other two commitiess of jurisdiction in the

Howse and vours have taken swift action on the bill in the 110" Congress.

The Faces of Genelic Discrimination

My passicn for more than a decade has been fucled by the faces and the voices of the
lwandreds of individuals who have contacted us, feanmny for thear children, their families,
their johs, their insurance. Men, women, and childnen - families from communities all
across this country — have 1okl us their sories and in somse cases, plesded for us to help

them.
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In X3, Heids Willsams of Kentucky called me when her children were denied individual
health inswrance from Humana, Tnc. Heidi has alpha-| antitrypsin deficiency, @
autosemal secessive genetic discase. Humana rejected the children's application stating
that since the chaldren wene carriers ol alpha-1 anliirypsin, Humaa could not cover them.
Witk our help, Heidi explaisad in an appeal that carriers of genetic conditions ars not
affeeted by the condition, b Humana again denied ber children health insumnce, [ then
calkd a reparter from a prominent saticazl newspaper and tobd ber Headi's story. The
reportir callod Humana and Heidi received notice of retroactive covernge late that same

might. This yesr, Heidi's dasghber Jaynoe Williams wroie this letver to ber conpressman:

Dhear rﬂ.ng.lum.u Fon Lewds,

My mame iz Jayme Williams, amd  am in the fifth grade and live in Cecilia, Kentucky.
My brother aod [ are carrlers of Alpha-1 Antireypain Defleiency, @ defecrive geng fn
awr DNA that car be passed on fo owr furre children. While moy brother end | both
have anly one defective gene. my matker was given twa, owe by fer mofher ond one
by her father. The bwe genes meke sy mothers hovgs very sick. My brodher aod |

were dembad hemlnk inrurance hecawse we cnrry manmtions i the Alpive-T gene,

My mom 1ells anr srory becarvee ather people are foo mfteld bo fall theies,
they are somesfmes fol they will lose samerking ey meed [y speak o against

the people cauring the dinorimination.
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7 thindk you shouled swpport the Bill that is before the Howse of Represeofarives that
worirled mieke & egal for anvene fo do dhis fo aeoiher person i the US4 My mam
sy that everyowe iy created egquol, oud deserves to be freeied oirly. Pleese help my

e stap people from freaning arkers sy

Hncerely,

Jayme Williames

Lt resonate these heart-fell wonds from a young girl whi casnot imagme thal carrying a
enutstion in a gene makes her unmsamable, | assured her that we would comtmue to work

band s that she and others like ber are not disciminated against again,

1 am also remanded of Becky Fisher, who shares o mutation foe inberiied bireast cancer
with mary in her family. Hoving watched her mather, aants, and couwsins die of breast
cauncer, ind she bersell sarviving cances, she thinks only of her dawghtes, who was brave

encugh 1o be tesied, and says of her:

e of the mar-so-good things & thal kaving o documenied gesatic mutarion makes
her vulmerable fo move than just o devastating illness: she alea faces the hemy
twrder of never Enewing whether ar whew she will legally be asked 1o woke @ genetic

texr as o condion af emplovmend, be fowfinlly fired from a job becawse of the high
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cost of her podential mecion! care, or be legitimtely dewied henlth insurance on the

esir af ke genenic prenisposiion o disaase.

We are 2l Heidi and Becky's children; we all carry mutations for dozens of disesses, and
we are all volmerable. Aren’t health and disease enough to worry shout? We cannot
afford ta also worry about diserimination based on these mutstions, silen mutations, with
0o gigns ar svmpéoms. This is simply othowl preventing the misuse of_genetic
information, that whach muakes up every one of s, our shared inbeitance, and that which

makes each of s urngue.

This alss shout spevial interests. Let us put the special mberest of the health of all
Americans above all else. Every one of you, and sach of your loved anes, is &t risk for
some disease or snother. 'We canmot yet casily reduoce that msk, bui it 15 in yous beands 1o
reduce the nisk of discrimination associated with that information. At the end of the day,
we ane relving on vou to make it possible for individuals to use their genetic information
fiar the bealth purposes for whach it was ebocidated. Some might say that Dr. Collins and
his colkeagses have done the hardest wark, but we understand that halancing the policy
needs of a nation 15 also dilficil - you s pulbed and pushed in masy directions. Please
measre vour decigions apainst *what maly matters” when voting in commmities 2wl the
full House foor m the next wesks, Please remember that none of us keve any choies
over our ancestry, car different abilities, or our genetic makewp, As a nation we do hive

a chaice abowt how we treat that information.
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Every American is affected by this legislation. Beyord health insuranes companies’,
traude associaong', and employvers” needs, all those whe carmy genetic mutations they did
it chosase are asking us (o lake necessiry measures fo alleviate the bunden
chserimimation — ard the fear of discrimination — ploces oo our nation, 1 have fasth and
Bape thst you will chose 1o rehieve their hundens, my burden, your burden. [ ook forwand

g Lhar good work you will do over the coming weesks, Thank you.

Biography

Sharon is President and CED of the Genetic Alliance, a coabisan af over 61 diszss
specific advosaey arganizations working o increase capacity in advocscy arganizations
arvd to levernge the vaices of the millans of isdividishs and fmilics affected by genetic
conditions. She is the founding Executive Director of PXE International, o research
sdvocacy organization for the genatic comdition psemdoxaniboma elasticmm (PXE)L
Following the diagnosis of their two chililren with paeudoxanthoma elasticusn (FXE] in
1994, Sharon, a former colksge chaplain, and ber hushand, Patrick, foumded ared bailt a
dymamic orgamzation that fostens cihical rescarch and policies and provides support and

informption to members and (he public.

She i at the forefront of congumier patticipalion i genetics reseanch, services and policy
el werves a5 a member of many of the major govermmental sdvisory commitbess on
medical resesrch, incheding the Food and Drug Administration Cellalar, Tesee and Gene

Therapies Advisory Commities sl the Advisory Commyittes on Heritgble Disorders and
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Genetic Diseases in Newhoms and Children. She servied a9 an Ethieal Legal and Soctal
Implications Research Advisor of NHGRINIH, the Mational Instiute of Artheiis
Musculoskeletal and Skin Thseases Council and cumrestly is lizison to the Maticaal
Advisory Council for Hunsan Genome Research. She is o member of the hoard of
directors af the Histeehmobogy [nstitute and on the advisory heard of the Johms Hopkins
Gienetics and Public Policy Center funded by the Pew Charitable Trusts. She serves on
the boards of the Coalition for 21" Century Medicine, the Personalized Medicine
Coaalition, DA Direct, and the Center for Informatsan and Svody on Clinical Research
Participation. She is the chair of the Coalition for Genetic Faimess, composed of
addvocates, healtheare providers and industry working o enact effective federal policy o
probibit genetic information discmmination, She i3 also chadr of the Social Issues
Conmmittes of Amencan Society of Human Genetics. In 2405, she received an hanogary

doctorale from loas Colkege for her wark m community engagement and haplotype

mappng.

M. Termy is a oo-founder of the Gemetic Alliance Bichank and serves ns president af its
baard, 1t 1% 2 centralized hiological and data [consent'climicalfenvranmental] repository
catalyzing translational genomic research on rane genetic diseases. The BioBank works
in partnership wilh academic and industrial collaboratons to develop novel diagnisiac
ardl therapeatics to betrer understand and treat these dissases. Along with the other co-
invemors of the gene associatod with PXE (ABCCE), she holds the patent for the
invesitian. She co-directs a | 9-lab research consortiam and sanages 52 offices worldwide

fior PXE Intemational
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Sharon feels strongly that advocates, waorkmg wogether and parteering with professionals
andl midusiry, can peneraie the energy and mechmisms necessary to realios the promas: of
bicmedical research, Her work wath the Genehie Alhance over U past lew years bas

partscalarly focused an genitic liveracy, rsearch prosections, Masanpbes reposiionies,

lecheolopy translation, genetic nondiscrimination, accessible sernces and youll (ssues
She has published widely oo these ismues. Sharon is committed to fecilitating sechnica
assistance i advocacy organizations, so that each organization benefits from the wisdam
of the other. Sharon lives with Patrick and their two children in Maryland

Chairman STARK. Thank you, Ms. Terry.
Mr. Escher, would you like to tell us about your experiences,
please?

STATEMENT OF DAVID ESCHER, RENO, NEVADA

Mr. ESCHER. Yes. Thank you. My name is Dave Escher. I am
53 years old, and I had been employed by Burlington Northern
Santa Fe Railroad for over 26 years, as well as a member of the
Brotherhood of Maintenance of Way during that time.

I was born and raised in Herndon, Kansas, a small northwestern
town in Kansas, with a population of 200 people. I graduated from
high school in 1972 and began my career with Burlington Northern
in 1976 and had that career abruptly end in 2002.

I married my wife, Deb, in 1986. I have three daughters, Kelsey,
Kara and Kristyn. We now live in Reno, Nevada, after relocating
three-and-a-half years ago from McCook, Nebraska.

My jobs within the company during that 26 years included such
positions as laborer, truck driver, assistant foreman, machine oper-
ator and foreman. I was appointed to the Division Safety Com-
mittee and continued to serve on that Committee for over 12 years.
I held such positions as maintenance of way representative, vice
Chairman, and safety and health facilitator up to the time of my
departure from the company.

I was also selected as the McCook Division Safety Employee of
the Year in 1994. I had always had a great working relationship
“iith all my coworkers as well as those in upper management lev-
els.

Prior to my departure from the company, I began experiencing
numbness, pain, and tingling sensations in my right hand. When
the numbness began to move through my hand and up into my arm
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and upper bicep, I went to see a doctor, who referred me to a spe-
cialist. It was determined that I had developed work-related carpal
tunnel syndrome, for which surgery was necessary.

After meeting with the operating surgeon, I received a letter
from corporate headquarters stating that they were not satisfied
with the initial test results and that they required further testing.
In a subsequent visit to a neurologist, I once again had my hands
X-rayed and another nerve conductor study was performed. The re-
sults again confirmed that I had carpal tunnel syndrome and that
surgery was required and that the condition was work-related.

Within 3 weeks of surgery, I received another letter from man-
agement demanding that I undergo more extensive testing and
that an appointment was already set for me. Included in this letter
was the requirement of a safety rule S-26.3, which gives the med-
ical department the authority to require an employee to meet all
requirements set forth by the medical department and that every-
one must comply with these instructions or face the consequences
of disciplinary action for being an insubordinate employee.

After receiving this letter, I immediately contacted the company
medical case manager with whom I had been dealing and I re-
minded her that I had already seen four medical professionals, un-
dergone two nerve conductor studies, had received six separate X-
rays of each hand, and now the company was demanding that I see
yet a fifth doctor and undergo yet another nerve conductor study,
with more X-rays. When I pressed for an explanation, I was told
that as far as she understood, more information concerning my
medical condition was needed.

I went to the appointment as I had been ordered. During the pro-
cedure, seven vials of my blood were extracted, and the doctor once
again confirmed that I did suffer the effects of carpal tunnel syn-
drome and that the condition is work-related.

In a matter of a few days, I would learn from a co-worker who
had refused to submit to that same order, and who also had been
diagnosed with carpal tunnel syndrome, that I had been subjected
to a genetics test through the blood which had been taken from me
at that clinic. This was done without my knowledge and without
my consent.

I found myself in a state of disbelief and humiliation. I could not
believe or accept what had just occurred. I experienced stages of
denial, disbelief, depression. I felt totally violated and devalued as
a person. I had just been used as a laboratory rat in a carefully
devised scheme where my employer would benefit greatly by trying
to prove that carpal tunnel syndrome was a genetic disorder rather
than a work environment-related condition. They could relieve
themselves of all the financial obligations to their employees who
suffer work-related injuries within the workplace.

This was a very difficult concept for me to accept. My attitude
toward the company became very negative. My moods of anger and
depression resulting from the constant stress and uncertainty of
my job situation affected my family, as well. I became despondent
to the needs and the concerns of my wife and daughters as I tried
to work through this seemingly uncomfortable and endless situa-
tion.
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I was also fearful of the fact that no one could tell me where all
the vials of my blood had been dispersed. What information was
being learned about me, who was going to receive this information,
and how it could be used to discriminate against not only myself
but my family when they go out into the workplace? The constant
worries, where would I go to find another job at this point in my
life, and would I be able to obtain insurance for my family, seemed
to me insurmountable. It was a very trying time in my life.

One of the most heart-wrenching moments occurred when my lit-
tle seven-year-old daughter Kristyn began crying one night because
she was scared her dad was going to lose his job and her little
world would be turned upside down. How do you explain to a young
child that you could lose your job not because of what you have
done but because of what your employer has done to you?

I feel that this new science of genetic information is a great asset
when left in responsible hands. But it can also be very devastating
when put into the hands of the wrong people.

I am fearful of the power that corporations, including insurance
companies, would have if they were allowed to subject their em-
ployees and policyholders to genetic testing and then make deci-
sions based on what is learned in those tests.

We have laws to protect us from people wiretapping our phone,
stealing our mail and defrauding our bank account. How can we
allow employers to steal the blood of their employees and use it to
discriminate through the predispositions discovered through the in-
formation learned from the genetic studies?

It is my personal belief that individuals are hired on the basis
of their abilities and their capability to do the job, not on the basis
of their genetic makeup or their genetic history.

It has now been 5 years since I had the opportunity to testify be-
fore the Health, Education, Labor and Pension Committee in re-
gard to genetic testing. To this day, I have never received confirma-
tion of what happened with the five vials of blood taken from me.
I have been denied health insurance since I am on a railroad occu-
pational disability, and there are still no laws protecting individ-
uélls from an employer demanding an employee be genetically test-
ed.

There have been many important events that have occurred in
this time period, most notably 9/11 and the aftermath which fol-
lowed. As important an event that this has been in our Nation’s
history, I still strongly believe that the need for the passage of leg-
islation that protects all Americans from genetic discrimination is
as important today as it was 5 years ago.

Mr. Chairman, through the tactics of deception, intimidation,
lying and stealing, the company to which I had given 26 years of
my life took from me something they can never give back, and that
is the very essence of my being, my genetic makeup.

In conclusion, if employers, insurance companies, and the like
are able to have this type of power and control over their employ-
ees and clients, then who will be able to have a job or affordable
insurance, if any insurance at all?

I thank the Committee for the opportunity to testify and I urge
enactment on legislation to protect American citizens from genetic
discrimination. Thank you.
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Testimaiy of David Escher

Before the Subcommities on Health
Committes on 'Ways aml Means

Uhnited Siates House of Fepresentalives

U the Genetie Information Nosdiscrimination Act (H.FE_493)

Manch 14, 2047
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Chairman Stark, Members of the Subcosmmitiee, thank you for inviting me ta
Lestily belfore you today.

My name is Dave Escher [ am 52 years old 2l bl been employed by
Burlington Morthern Santa Fe Railroad for over 26 years and wis a member of the
Brotherhiond of Maimenancs of Way dusmgg that me. | was bom and raised in Hemdon,
a small own in northwesten Barsas with a popalation of 200 people. 1 gradusted from
high schoal in 1972, began my carecr wilh Burlingson Momthern in 1976, and ended that
capeer 1 2002, 1 marricd my wifie Deb in 1986, and have three daoghters, Kelsey, Kara,
and Kristyn, We pow live in Rene, Mevada after relocation trroe and a half years ago
from MeCook, Nebmska,

My jobs within Barlingtan Moethern Santa Fe Bailnosd meboded such positions s
Iahorer, tack driver, assistant forcman, machine operator, and forensan, | wis appointed
g the Davision Safety Commiites and contineed to serve on that commitiee for aver 12
vears. | held such positbons as mainterance of way representative, Vice Chairman, and
safiery and health facilitator up to the time of my departure from the company.

| was also selected s "The MeCook Division Safety Employes of the Year” in
1954, | had always bad a great workiing relatiotslip with all my co-woroers as well as
those in upper management levels,

Pevor o my departene from the company, | began experiencing numbness, pam,
and tingling sensations in my right hand. When (be nismbness began W mose theough my
hand arkl up my arm o my apper Bicep, [ went 1o s a doctor wha referred me o n
speciahiz, 1L was determined that | had developed work-related carpal tusmel symudroame,

far whach surgery was neocssary.
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Adter meeting with e aperating surgeoa, | received & letier from corporate
bmudquariers stalmyg that they wene not satisfiod wilh the initial test results and that they
requred further testing. In a subsequent visit bo o nevwrologist, 1 cnece again had my hands
x-rayed #ndl another perve conductor study performed. The results agam confirmed that |
hid carpal tamned symedrome, that surgery wes requared, and that the condition was work-
relased,

Withnn three weeks af the surgery, | reccived another letber from manspement
demanding that | undergo moee exiensive testing aod that an sppointment was already set
fior ez, Imeludied in this Jetter, safiety nule 5-26.3 was noted which states that the medical
depariment bus the suthority to require an employee o meet all requirements set forth by
the medical depariment, and that everyone must comply with these mstructions or face
the consequences of disciplnary action fior being an insubordinste employee.

After receiving this letter, [ immadiately contacted the company medical case
manager with whom 1 had been dealing, snd | reminded ber that [ had already seen four
medical profesionals, usdereomes two nerve conductor studies, received six separate 5-
rays ol each b, ared now the company was demanding that 1 see yel 2 fifth dectar and
undergo et snother nerve conductor study with mone x-rays. When | pressed far an
explanation, | was tohl thal as far 2 she understood, mone information conceming my
medical condition was needod.

[ went b0 the appointment a5 [ had been ondered. Dunng the procedure seven vials
aof my lood were exiracted, and the doctor once agam confirmed that 1 did suffer the

efficts of carpal tunee] syndrome, and that the condition was work-related.
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In a matter of & few days, | would ksam from o co=worker wha had refusad 1o
swhimit 1o the same order, and who also had been diagnosed with carpal tunned syndrome,
ihiat | had besn subjectad o a gemetic test theough the hlood that was taken from me. This
wiak dore withos my knewledge ar consent.

I fimd myself m o state of dishelel and humiliation. | coald nod belicve or sccept
what had just occarred. | experienced states of denial, disbelicd, and depression. [ felt
totally violated amd devalued = a persan | had just boca usad as a laboratory rat in a
carefully deviged scheme whene my emplover would benefit greatly by trying to prove
that carpal usmel ssmdrome was & genetic disorder rather than a wark enviromment
related condition. They could relicve themselves of financinl obligations to their
employees who suller work-related injurics within the workplece,

This was & very difficult concept for me 1o sccepd, My attibade toward the
company bicame very negative, My monds of anger and depression resalting from the
consiant siress and uncertainty of my job shuation affected my family a5 well. | bocasme
despomdeni to the needs and the concems of my wife and daughters & 1 med wo wark
therough this aneom fortshle and scemingly endless stuation,

[ was abse fearful of the fact thal no one could tel] me where all the vialz of my
blood had heen dispersed. What mformation was bemng leamed alsout me, who was going
to receive this information, and how could it be used to discriminate against not anly
myymell, hut alsa my family, when they go aut indo the warkplace? The constant womes,
“where wouald [ go i find ancther job at this point in my life," and be able 1o ohlun
insisraee fog my family, seemed to me insunmoantshle. This was o very trying Lme o

my hife.
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Uiz af hee most biart-wrenching monsenis occurmad when moy hittle seven-year
ald deugheer, Kristyn began cryng one night becauss she was scared Dinddy was goang
lose bis job and ber little wiorld woubd be tumed upside down. How do you explam i o
voung child that vou coald loss your job not hecause of whal you have dane t vour
conployer, but becauss of what your employver has dane ta you?

1 fizel that this new science of gemetic mformatian = a greal assel when left in
responsible hands. But it can also be very devastating when put into the hands of the
wroikg people.

[ am fenrfial of the power that corperations, mclsding insurance compaics, would
have if they were allowed 10 subgect thear enigloyess and policyholders 1o genetic lesing,
and then muke decisions based on what is leamead in those tests,

Wie have laws to protect ug from people wiretapping oar phome, stealing cur maal,
and defrauding our bank acoourt. How can we allow employers to steal the blood aof ther
employess and wse 1o diseriminate through the predispositions discoversd throwgh the
infarmatics from the geredic siudies?

It is my personal belicf that individuals ane hired on the hasis of their abilities and
capabilitics to do he job, net on the hasis of their genstic make-up or genetic history.,

I has now heen cver 5 years since | finst had the opportunity to testify before
Congress mregand o genetic discrimination. To this day, | bave never repeived
confirmation af what happesed with the vials of Moed taken from me. | bive been denied
hezalth msmmance since | am on 2 rilroad oocopatsonal disability, and there are still po

laws protecting individuals from an emplover demanding an emiployes be genstically



68

tested. | sl stronzly believe that the nesd for the passage of legslation thal prodects all
Americans from genetic discimmalion 15 as impostant Wday 23 it was five years ago
klr. Chairman, through the aetics of deception, imimidation, lying, and siealing,

i compuny 1o which 1 have given 26 years of my Ll wok froem me something they can
never give hack, and that 15 the very essence of beng - my genciic make-up

In comclasion, if emplovers, insurance companics, and the like are ohle to have
this tvpe o pawer ar] codqilral over thei I loveses and clisnts, then who wall be able @
have a job or allerdable insurance, if any insurance at all?

| weaml t thands the Subconmitiee for the opportumity to ey, and [ urge
enactmer] of legrabation to protect American citizens from genetic discnminilbon. Tank
wau

——

Chairman STARK. Thank you very much.
Dr. Corwin . . .

STATEMENT OF WILLIAM CORWIN, MEDICAL DIRECTOR, CLIN-
ICAL POLICY, HARVARD PILGRIM CARE, ON BEHALF OF
AMERICA’S HEALTH INSURANCE PLANS

Dr. CORWIN. Thank you, Mr. Chairman, Mr. Camp, Members of
the Subcommittee. My name is Dr. William Corwin. I'm a physi-
cian, a medical director for clinical policy at Harvard Pilgrim
Health Care, which is a not-for-profit health plan that provides in-
surance plan options to more than a million members in Massachu-
setts, New Hampshire and Maine.

Harvard Pilgrim has been named the number one health plan in
America for three consecutive years, according to a joint ranking by
the U.S. News and World Report and the National Committee for
Quality Assurance.

I appreciate this opportunity to testify on behalf of America’s
Health Insurance Plans, which is a national association rep-
resenting nearly 1,300 health insurance plans, providing coverage
for more than 200 million Americans.

Health insurance plans work on a daily basis to promote appro-
priate use of medical and genetic tests, to help clinicians and pa-
tients make informed health care decisions and improve health out-
comes. We agree with the sponsors of H.R. 493 that health care
consumers should not face discrimination on the basis of their ge-
netic makeup and that genetic makeup should be protected from
wlunfguthorized disclosure. Our policies and programs reflect this be-
ief.
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We have submitted written testimony that focuses on three broad
areas. First, examples of how health insurance plans are promoting
the appropriate use of genetic tests to improve patient care. Sec-
ond, opportunities for improving H.R. 493. Third, our support for
strong protection with respect to nondiscrimination in the confiden-
tiality of genetic information.

In the next few minutes, I would like to provide some examples
of how health insurance plans are promoting the use of genetic in-
formation to help enrollees receive the highest quality evidence-
based care possible. I also will briefly comment on H.R. 493.

Through early detection, disease management programs and
other improvement initiatives, we are working to identify individ-
uals who can benefit from early intervention and the evidence
based treatments for specific illnesses and diseases. Genetic infor-
mation including the results of genetic tests is just one more very
sophisticated source of data that clinicians and health insurance
plans are using to ensure that patients receive appropriate preven-
tive care, coordination of services and very early treatment for
their medical conditions.

I would like to highlight two specific examples of how genetic
tests are being used to improve patient care.

In February of this year, in 2007, the Food and Drug Administra-
tion approved a new genetic test called MammaPrint, which indi-
cates whether a woman with breast cancer is likely to have a re-
lapse. This test allows physicians to tailor therapy for individual
patients, as Dr. Collins mentioned, and administer chemotherapy
to only those patients who would benefit. At the same time, the
test allows physicians to identify patients who would not benefit
from chemotherapy and should not be subjected to risky and costly
treatment.

Another test, the Cytochrome P450 enzyme, is genetically coded.
The identification of the presence or absence of this genomic mark-
er enables a physician to evaluate a patient’s ability to process
many different medications, adjust the doses intelligently, and
avoid any of the potential adverse drug reactions in patients who
either metabolize a drug too quickly or do not metabolize this drug
at all. This test also is used to determine how children with certain
forms of leukemia will respond to various doses of chemotherapy.

Health insurance plans may request that this test be performed
before authorizing a course of therapy or treatment to ensure the
appropriate evidence-based care is being provided to meet the pa-
tient’s individual needs.

Health insurance plans are also using genetic test results to pro-
mote preventive screening and disease management programs.
These programs can help to improve health care for individuals
who have tested positive for a genetic disease or who have a family
history of a specific disease or condition. For example, individuals
who have a gene for the familial form of colorectal cancer, as we
heard described earlier, can receive coverage for more frequent pre-
ventive screenings.

As scientists acquire a greater understanding of the role that
genes play in disease and develop more targeted therapies, more
targeted treatments and possibly even cures, preventive screening
and disease management programs can be tailored to improve the
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outcomes for these individuals. These therapies will become even
more important in the future.

We appreciate the interest many Subcommittee Members have
shown in passing additional legislation addressing use and disclo-
sure of genetic information. As you do so, we urge you to fully
evaluate the implications of any additional requirements or prohi-
bitions and ensure that new legislation does not unnecessarily re-
strict the use of information needed to promote appropriate health
care decisionmaking.

Working with AHIP, our industry association, we have reviewed
H.R. 493 and identified several areas where we believe changes are
needed to ensure that genetic information is available to health
plans so we can continue to ensure appropriate coverage decisions
and design targeted disease management programs to improve the
quality of patient care.

We do not oppose the bill and we agree with its intent. However,
once enacted, there will be a variety of interpretations about the
bill and how its requirements would apply in various settings. To
avoid any confusion, the Health Insurance Plans would like to en-
courage the Subcommittee Members to ensure that the statutory
language clearly reflects your intent for enacting this legislation.

In conclusion, I want to emphasize that the Health Insurance
Plans are strongly committed to ensuring that genetic information
is used to help clinicians and patients make informed health care
decisions, at the same time maintaining strong protections in the
area of nondiscrimination and confidentiality.

We appreciate the opportunity to testify, and I am open to ques-
tions. Thank you very much.

[The prepared statement of Dr. Corwin follows:]
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I Imiroduciion

Mr. Chairman, Mr. Camp. and members of the subcommiites, my name is Dr. William Corwin.
| am the medical director for clincal policy at Harvard Pilgrien Health Care. Harvard Pilgrim
Health Care is a not-for-profit kealth plan that provides a variety of insarance plan options o
more tham a million members in Massachusetts, Mow Hampshire and Maine.  Harnand Pilgrim
provides innovative appraaches 1o heahh mprovernent and discase managernent, unigue online
ool that speed and smplify key tmnsactions for employers and providers, and personalized
health suppon.

Harverd Pilgrm was named the #1 healil plam in America in three consecuiive vears acoording
10 & joint mnking by L5 News & Wand Report and the Maticmal Committee for Quality
Assurance (MOQA ) The Movember & 3006 edition of L5 Mevws & Borla' Repart rnked the
matian”s best health plans and determined thet Harvard Pilgrim contemses to lead the country for
member satisfaction and guality of care. Harvard Pilgnim is the caly health plan i eam the
mation”s top miting from MOQW three years ina row. Harvard Pilgrim®s HO and PPO plans
have been recognized by 1.0 Power and Associates for providing Bealth plan members with an
outstandisg member experience for a third consecmive year.

Harvard Medical School and Harvard Pilgrim Health Cane josmly sponsor The Depacment of
Amnbulmtory Care and Prevention {ACP). This & the nstien's only medical schood deparmaent
that is poinily sponsered by & health plen. The IACE is actively engaged in hoth research and
teaching. The DACE leads in the creation ond dissemninmtion of new knowledge and skills
eesentia] in maximizing the heahth of defived pogulstions within ovailohle resowrces. Research
condecied by the IACP is roatinely veited through the Harvand Medical Schoed Instingional
Review Board grecess,

| appreciate this apparunicy 1o teebify abos issees relating o genetic information and sesting,
including H.R. 293, the “Ceenetic Information Mondiseriminstion Act of 2000 (GINAYL | am
nesstifying poday on hebalf of America®s Health Issurance Mlans (AHIPY, which is the noticeal

assockatom representing nesrdy 1,30 heaklth inssmnce plans proveding coverage o mode than
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2000 illiom Aomricaers, AHIPS membors offer o b ramge of products in the comimengzl
marketplace — including health, long-term care, dengal, disability, and supplemental coverage -
mnel ez hsve demonsoraied & stromg coinmioment 1o pamicipation in pablic programs

Health insuramce plans are warking on a daily basis o promote the appropriabe use of geoetc
tests 80 help clinicinns and patients make infoomeed health care decisions and improve kealth
tilcaniizs, We agres with the epomrsors ol HUR. 293 thal health care consemers shoubd nol T
discrimimation an the hasis of their gemetic makeup and that pemetic mformation should be
profected from unmuthorized discksure, Our policies and programs refect this beliefl

Chur testimceny today will focus on three broad areas:

s pxamples of how healith insurance pless are promcoting the appropriace use of genetic pests io
IR palenl Care;

»  ppportumitics for improving H.E- 493, the “0enctic Information Mondiscrinmination A of
204T; and

& pur support Tor strong protections with respest 1o nondiscrimanation s confldentialiny of
gunetic infommatian,

1. Improvieg Patient Care Throagh the Appropriate Use of Genetie Tesis

Health insursnce plans are sirongly comenitted to belpang their enmolbees receive the highest
qualicy eane possible, Throwgh early desecnon, disease management programs, and ather qualing
improvement imilialives, we ane working on a daily hasis (e denbify imdividamls who can bemefil
from early intervestion o guide patient-cemered care and choices while sappanting the best
cvidence-ased weammend for specific illnesses smd discases, Cienetic mfomaton, including the
rexalls of penetic tests, is just one more sophisticaled sounce of data that climvicians and heahh
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insurance plans are using to ensure that patienis receive appropriole preventive care, coondination
of services, and eardy treatmend for their medical conditions.

Health insurance plans encowmpe appropriate genetic weeting for imdividunls who sre at sk of

certain geseis: conditiors for which there e specific intervenisons for preventsom or crestmend,
Such tests cpm providke information that ey posigively sffect the course of am individual™s
reaimenl. The following ane several examples of how pescie ests ane being used 1 s
paticnl care:

According e gusdelines tssued by the Naticeal Instgines of Healih {8 1H), the tresment for
hegaritis C pacienes should be exnended — from 24 weeks 148 weeks of therapy — but caly in
cases where 2 veml genotype guide Fag Bees identified man isdividual, Inthis siustion,
penetic teel can determing whether the et could Bencli froim an sdditional 24 weeks of
theraps and therehy help the chinician presoribs & mone elTeetve course of Ireatment. The
hizalth insurance plas will negd 6 Eeow whethir U geneti el was perlormed i this
situation in onder o authorize and‘or pay For the extendud oot of therapy for e
indrvidusl.

In Fehmery 2HIT, the Fossd and Divag Adeini soration (FDA) sppeeycd & new peselic 251, a
MlammalPrinl, whach wsicalis whether & wosn 18 likely 1o have a brgas) cancer relipss,
This best allonas phyvaicians W 1ailoe therpy for mdividual patients and adeinister
chemotheragy o only those patienis who would benefit. At the same e, the best allows
physicians o sdentify patients whe would pot benefil from chemoetberapy and should not be
subjecied wo this risky and costly treatmend. This new sest will help guide the ircatment of
raughly | kWY women each vear who are dagnosed with eardy stage breast cancer.

Breast cancer patients can bemeefil from HER-I genutic tesis tal mdicate whether their
s would be pespomsive fo0 horeoptin therapy, Significanthy, this st also alloms
physicians o sdentify patients who would face adverse sido effects, including meroased nisk
of heart disease, if they received hercemtin therapy that & not appropriale given their genetic
makeup.
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& Another iest, the Cyteshrome PA50 enryiie, Is penetically coded, The ideniificstion of the
presence or ahsence of this genomic marker ensbdes a physician io evabsie 2 patient”s shility
wn picezizsa iy diffenent soedieations, adjust desapes inellggenthy, and avaid potemial
adverse drug resctions in patients wha either meiahalize o drag quickly or do pee metabodine
adrug atall. This s alsie is wseed o delerming bow childeen with cerain lons al leukomia
willl respond oo various dosee of chemotberapy. Health insurance plans sy regeest that this
test be performed before muthorizing a course of therapy or treatmenl e ensure that
appropriatg care s besng provickd o meet the patiest's individual nesds

# Genomic signatures can be used o drive gene profiles fram cell-lines that predics dnsg
sensativity lor difficuli-to-treat malignancics such as hmg cancer, Genomic signalures will
direct the choice of drug therapy s determined by the tumor's biology nnd not s “hest guess”
about what “might” work = an indrvidual's silustion.

T help patienis understand the appropmiaie use of these and other genelic tesis, health insuranoe
plans are pamnering with phasiizans and other proy e 1 ecrsune that ennsllaes hive agess 1o
informational maierials about the impact of genetics on health core, This consumer education is
Pz lpameg B0 indrease palien] awancness abowt the availability of coverage Tor ponglic lests aml
services as well as remiments mnad therapies that can he used i combai asd tress peneiic discases
and condition=s. The value of thas informabon can reduce unneeded amvicty about pessible pene
enrigtions or genetic disesses and conditlons

Heshh Insurssee plass are using penehic 13 rsulls o proihole preveniive sereemng snd duease
ranagement programs. These programs can kelp to improve health care dor individuals who
Bavvir bt pioesilive Fior a genlic disease or wha bave a femily history al'a spicific dissas: or
condition, For exampde, individugls who have the gene for the familinl fomm of eolorecial cancer
cam receive coverage for more fregoent proventive screenings. As scientists acquire a greater
izrsinreding of the rle penge play in disease and develop mare grnctes therapics and possibly
even cures, preventive screening and disease management programs cam be milored 0 improve
coapeoitinzs. for dndividuals, This ability will Bevoie even mione epartait i ihe fubese,
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Indivachsals al=o benu 7l fromn miscarch projedts that haalds imsurance plans condudt W cxamine
the genetic and envinommental factors that mffecnoe common disenses such as heart disense,
it dulbies, high el pressing, Alzhesmer™s discase, and asthing. By cosbiniing e
genetic, health. and survey information from hundreds of thessands of members imo databases,
researchers hope o gain a dezper understanding of what combinations of genes and

environmintal Bctors influsscs the risk of compli discasaes,

Such rescanch projocts moet the highest sciennific sundands and commply with thee [ pal
requirements for privacy and confidentiality. mcluding the requiremenis applicable o fedemllys
funded research prsjects under HIFAA (e, 45 CF R 164508, 3101 and other spnlicable
legal provisices. e pxample is a project Being conducied by another AHIP member, Kaiser
Permanesse of Monhemn Califemin's Division of Researche In that project, individual
paricipation in the rescarch is completely voluntary and mdividual penete miormation will nol
ke used in peretic stodies without writlen cossent. The data will be wsed only for research
prarpascs. fnd ulimanly (s expected o viedd findings thin will ensble the medical comsmniny
b more precise im pinpointng the censes of discase and miloring reatment for pationts,

I,  Opportunities to Improve HR. 493

We appreciaie the imeresi many subeammisiee members bave shown in pessing sddditional
kegislation addnessing the use and disclosure of genetic information. As you consider such
legislation, we urge vou to folly evabmie the implicmtions of mmy additional requiremenss or
prohibalions and eeesn: thal new Bepistation does sl unmicessanly resiricl the wse of infermation
meeded o promode approgriale healts care decision-making.

Working through AHIF, our indusiry association, we have reviewed R, 493 and sdentifed
several aress whers we helieve changes are needad 1o ensure thas genetic information can

combimre: b assur appropriale coverage decisions and e available o mmprove te quality of
patient care. We wounld like o publicly sise chat we do not oppoese the hill and agree widh its
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inent, However, onee enacted, s I will B imterpreted by clisnesmns, moe-clinssans,
individua®a, lawyers, coums, s alher slereated parsons who can 1ake various islerpretaiims of

Cistgriaa” intinl amd how thee requiremdnts can apply = ovarious seifings. T avoid any

oomfusion, halth insuramcy plans would ke o engape subsommitto: members in a dialogue

bt our sugpestions for clarifying the statutory language of the bill We nespectially offer the

fallowing msues for your consideration.

Mledically-imidlivated Desting should i cncouragod bo pro il conssiner s b
apprapriate coverage ad tngtmend,

A cumemly drafbed, section 100 ol the bill could lmmil consumir acizss a lifi-siving
Ireatrments heeause ol prohibits hoalth insuranee plass Fom “rogesting or meguiring” aa
individual or a family member of an individual bo underpe a genetic best. Thas prahibition
can be remsd 2= resiricling the ability of 2 bealth msurance plan to request this information,
oven when it i needed o determine the approprizie course of reatmend and evalumc the
patient’s eligibality for coverage.

As noted in the previous section, o geneiic test i needed 10 deiemmnine whether hepatitis C
patients could kenefit fron an additbonal 24 weeks of thempy under N1H guidelines.
However, by prohihiting plons from requesting o requiring this tes1, H.E. 453 may case
s individunls o forego coverage for the exiended thernpry that is peeded o effectively
tresat thedr particular condition,

Loaking o the fasung, unforeseen advances m medical trestmenn and sechnalogies may kead
1o iy addicions] cemcumetances where Bealih mmurance plang sl nesd i mequest penetic
1esie b determinse whether custormisnd herapees or Ircabments ane warranied, Thenfons, we
urps the sslsdommnilbed W0 condider chanpes thal woold alliw peopér uses of pondti lesls

whili al the seme time mecting the bill's onginal goal of prohsbiling genitic discrimistiom.

Healih insmrance plans shoald be sllvwed 0 roguest “genetie bsis™ 10 promote
provimtive seriening aml disease managemsl,
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Adothis conderm 3 thi this kegeslation would prevent heahth insurssee pless from conlinuisg
i use penetic lests o prmmode preventive sereening and disease manapemend programs,

Wiz e prossd of the success health insurance plans kave achisved in promoting preventive
health cane services 10 keep Amencans healthy, detect diseases o an early stage, and avoid
prevemshle illnesses. Mans slso heve boen progetive in developing innevative disease
maragemend progrmms o improve patient care and health owiccmes Tor persons with
dighetes, congestive beart Gilure, and other chronic condstions.

Because of these private sectar mitiatives, millions of Amencass are bealthier and enjoying a
higher quality of life. Cosgress should be making every possibe effort to suppon these
initiatives. Linforfunately, H R, 293 could stifle health msumnce plans from wilizing genctic
st b cdentify patients whi may besefit from speeific types of proventive stpeening of

diseass managemeni services,

For exampde, o persen who his the gene for the famalial fooms of colorecial cancer could
hemefil from earlier or more frequent screenings. for the disease. As genetic science sdvances
over the nean decwde and beyond. heshth insurssee plass will have o legitinate need o use
pemetic tesling 0 identify these persons and ensure that they receive the necessany screening
and carly fniervention o detect amd trest cancers foe which they ane highly suscepihle.

Currenl bw allows health msurance plans 1o wee genetic lesting in et masser, bul HUKE. 493
ok prevend plars from taking sech prosetive measures on behalf of their enrolless. 'We
urge the commitier o change the bill b ensure that 1t does not uninbenborally ondermine
prevenlive health cane services and discase sanagemenl programs,

A ebearer, mare pricise definition of “genetic information™ woald premote sprima
patient care and help oveld umintended consequences far consemers
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We also are concerned that H.EL. 493 inclides an excessively brosd definizion of the term
“peneng information,” As currently writien, thie defini s coald apply o diseases, esis, and
cordlitsoers Thil e commpletely wm i B peminee,

Another problem is that the bill's definitions anguably could apply 10 certain conditions -
such e obesity or high cholesierol - that are pot genetic, but may be linked i a person’s
family history. Even toesgh there is no connection g0 a specific gene for these conditions.
thar hilll in its current form could be interpreted 1o prevent health insurssce piless from
reqpaesting tests thai could help patients meaid or overcome kealth prohlems caused by
ety on high cholesterol,

Thisse are serious ises with far-reaching implications for health care consumers. &a this
bill mowes through the legislative process, we unge the subcommitiee o define “genctic
information” with greater clarity and precision.

The thireat of litigation can be allevisted by clarifving that Titke 11 T the bdll.
encomgpassing cmployers and unkens. does not cover the adminisiration and speration

of employer-spensored groap bealil plans.

Althigh the bl e ludes separmie tiles. addnessing health surance issoes (Tice 1) and
emplosmeil maue { Tale 10, the lepslalve laaguage of Tale 1 could be interpreied o

i D L 1 ol an employer-gponsonsd group health plan as o employer practice thay
could by the basss for a discrmination complaint. Specifically, section 202 states that it 5 an
unlawfal employment practice for an employer o “discriminale against any emploves aath
respect b the comporsation, terms, conditions. and privibeges of employment.” This
langunge cam be interpreted s applying i o healih benefiis plan or health covempe
sponsared or offered by mn emplover. Some emplovers may be discoasmged from affering
emplives Bealih benefits o svoid the thieat of litigation, 11 ie our understandsng ths the
Ticke 10 provcesions wene nol swlemded o cover health bensfils plins and we sugges thst th
lanpuage ke charified 10 emune thal emploser-spomsanid group sl plans ane nol coviened
undur the Tathe 11 linguage.
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W also would like o bring certain lecheacal issues 10 the suboommittee’s stlention. [t is our
uriberstanding thal thi: spomsars of HUR. 493 do nol istend Sor ghe il 1o coer king-berm ang
prechocis Also, the bill may be nesd b effectively comie “Two clisses” of health infonssnion,
crcatemg karmers o ophisml patlem care and the advascement of & satosal healty infommation
infrastrucoune, AHIP & commrmicating with subsomminies members. and sl about these and
aiher sagmificami issues,

IV, Industry Support for Mondiscrimination and Privacy Protections

I is imporinmi For the subcommittee so undersinnd thes genetic infomation is rod wsed wdeny or
cancel poversge or st premiums. Al the spme time, health insuranee plans are acosssomed o
e understand the imponnnce of protecting the prvney and confideminlity of individuoal by
idemtifizbd: health information, including genetc information. Oer industry®s practices reflect
‘our strong seprort for provisions of cumrent e that (1) profsbil discrimination against
individmls based om their pesehe information; and (2) proliect the confidenimlity of patien-
identifizbde genetc infurmation.

The federal Health lisirssee Porabelity and Acoountabibity Aet of 1996 (HIPAA) prokibsts
ernprloyers ad Bealih insurssee plans im the group market froim ussag the reshts of genetic s
i ey coverape of 56 different prensium rales for individuals whoe particigate in group bealih
plars, HIPAA specifically prohibas growp heslih insurssce plans from:

¢ refising Ly cover erpikoyvess or Eheir By memnbers hasad on pesets: informatson;

s refusing tn renew covemge based on genetic mformation;

v charging eimphoves and teedr family memsbers hipher premmums based on pesctic
infiomeatice: and
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o camceling coverape hased om genetic infommaton,

In eddition to prosading thess posdiscrimination progections, HIPAA esteblished an effective
framework for health insurancs plans. health care providers, and heatth care cleannghouses o
profect individumls” health informatson. In additson, 2 number of state privicy kiws impose
samilar resinictions o the use aad dscksoe of health and genetss mformation by heakih

Eurance plans.

The fallowing examples haghlight some practical examples of how thess privocy protections
apply i reaklili setfings

#  HIPAA prohibits bealth insamance plans or bealth care provaders from dischosing information
ahout an indivichal"s genetic tests 10 a0 emplover wha spansors 2 bealth inssmnce plan,

#  HIPAA permits health insurance plans and health care providers toouse and disclose penetic
mformation when needed for the individul s ireatmen.

#  HIPAA penmits health insurance plans and health care providers towse and disclose penetic
mfvemmtion when needed for coverage determinations — such as (o defemming whether
covernge for & genetic kesd ot genetic service will be authorized or paid for by a health

rEurnce plan,

s HIPAA permats indnviduals fo ssthorze & bealth insemnce plan or kealth cars provider fo
deschose their genetic milvrmation o a person whi would otherwise nal be entitled s necerve
the information |e.g.. to a faenily member interesied in leaming about dee individusl's genetic
conditians)
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V. L husiom

Thask vem for comsidening car perspeciives on these important ssucs. Healih insursmcu plams
e Sli :||||:|:\. el L gfisdiri g Bl e 1 il m isad i :|..'||'| e gl palsrils
miake Elermed healih cire decipiods and, o1 ihe sEme Dine, MasLsIing SInng protecions n the
mress of nondiscrimination and confbdeniiality. We sppreciate this oggormesity (o testify and we
stand ready 1o work with the subcommittee om this and ather health care prioriges facing our

— R —

Chairman STARK. I want to thank all of you. My assumption is
that the first three witnesses are in support of the bill and that Dr.
Corwin is in support of the bill with conditions. I guess I would just
like to figure out whether we’re in a general hearing nit picking or
whether there are some major issues here.

You guys are hooked up with Harvard, right?

Dr. CORWIN. In name only.

Chairman STARK. In name only? All right.

Dr. CORWIN. Separate entity. It used to be part of the Harvard
Community Health Plan way back.

Chairman STARK. Okay. I don’t suppose there are any laws
now—and I don’t know what the Massachusetts health bit—if I
come in and you tell me that I have to have a colonoscopy and I
say I don’t want to, you are not going to kick me out of the plan,
are you?

Dr. CORWIN. No, sir, we are not. It’s your choice.

Chairman STARK. I mean, you are not going to send me to jail.

Dr. CORWIN. No, sir.

Chairman STARK. So, wouldn’t the same thing prevail if you
told somebody, well, we think the indication is you have this condi-
tion or that condition, and I think in your testimony you said
maybe you want to get an extra 30 days of treatment that could
be identified as necessary with genetic testing. Was that yours?

Dr. CORWIN. That is ours.

Chairman STARK. Okay, that was your testimony.

Dr. CORWIN. Yes, sir.

Chairman STARK. Wouldn’t medical ethics say to you if I said,
no, you think I probably would need the 30 days, but I ain’t going
to take the test, wouldn’t medical ethics say well you ought to go
ahead and give me the extra 30 days of treatment just in an abun-
dance of caution?

Dr. CORWIN. What our concern is, sir—this is a very good ques-
tion, first of all.

What our concern is, that when Dr. Collins’s future research be-
comes even more sophisticated, that we will soon be at a point in
time where what is called pharmacological genetic signatures, or
pharmacogenetics, will allow us to take a look at a panel of
chemotherapeutic agents on one side and a panel of genetic inter-
pretation on the other side of a grid and help predetermine which
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chemotherapeutic agent is most likely to be able to help you in
your treatment.

It is our understanding and our concern that, in the wording of
this bill that, as it stands at this point in time, that requesting or
requiring someone to undergo that kind of testing as a health plan,
to help guide their therapy to the most appropriate level, to ensure
they get the most appropriate medication and not the most—best
guess, which is not good medicine at this point in time and not evi-
dence based, that we wouldn’t be able to do that.

Chairman STARK. Okay, now, I think you hit on the operative
word. I don’t know as there is anything in the bill, although I must
say I would have to read it more carefully than I have, that would
stop you from requesting it. But as to requiring it, I don’t know
that there are any tests that you can require anyway, and I don’t
know that, under law. I guess you could say you withhold certain
treatments.

I don’t know, I certainly wouldn’t want to see anything in this
bill that would interfere with the delivery of the best medical care
that your physicians could determine for your beneficiaries. I do
see the exciting prospects of being able to be much more accurate
in determining what kinds of pharmaceuticals should be used. We
get in a big fight with Amgen about EPO. How much EPO should
you give somebody in dialysis. I think I know, but I think it is de-
termined more by money than it is by medical science.

But be that as it may, I don’t want to get in the way. If there
are specific issues, then I think you are going to have to, and I
hope you will, sit down with our legislative counsel and your law-
yers and see if we can come to some kind of an agreement that

Dr. CORWIN. We are more than willing to work with you on this
and we would love to do that.

Chairman STARK. Because if we could work those sorts of things
out, you guys would favor the bill.

Dr. CORWIN. Yes, sir.

Chairman STARK. Well, I will assure you that we will do our
best to see that we don’t get in the way of physicians practicing the
best medicine they know how. Now I can’t assure you that I am
going to be able to put something in this bill that is going to pound
sense into the heads of your patients, who may often choose not to
listen

Dr. CORWIN. My patients have been refusing to listen to me for
a long time about a lot of things.

Chairman STARK. I can lead that horse to water, okay, but that
is about as far as I think we could get.

So, I appreciate you raising those issues and I hope that, with
your forbearance and cooperation, we could take care of those. As
long as you see them as technical corrections.

Dr. CORWIN. We feel they are technical corrections, yes, sir.

Chairman STARK. I think that that we could handle.

I want to especially thank Mr. Escher for raising concerns. I
know it is difficult, when we talk here in generalities of people not
wanting to release private information. It is even more difficult,
often, to come in a public forum such as this and talk about your
family and your personal involvement. But it is important, and so
you are to be thanked for the inconvenience and however you feel




84

about our invading your personal privacy. But by being willing to
step forth, you do us all a service and I want to thank you, in par-
ticular.

Ms. Terry and Ms. Pollitz, I thank you for your help and support
in this. We may have as we try and move this along—we have to
report this by the 23rd?—we are on somewhat of a time schedule
to see if we can report this out by the end of the month. So, we
may want to call on all of you, if we can, over the next week or
two to see whether we can wrap this up into a form that will have
broad support.

With that, I would like to recognize Mr. Camp for any inquiries
he would like to make.

Mr. CAMP. Thank you, Mr. Chairman. Again, thank you for
holding this hearing.

I want to thank you all for coming and taking the time to do
that, especially Mr. Escher. Again, it is difficult to come and talk
about personal issues. Hopefully, we won’t make you come in an-
other 5 years, we will have resolved this issue. Ms. Terry, after 12
years of effort, I hope we can.

Dr. Corwin, I did want to just point out, there is a limitation on
genetic testing in the bill, but it does say an insurance plan shall
not request or require an individual or a family member of such in-
dividual to undergo a genetic test. So, it looks as though they can’t
even request it.

But then you go further down in the rules of construction and it
seems to go the other way and says in the rules of construction
that a health care professional who is employed and is providing
health care services may notify an individual of the availability of
genetic testing. So, there is a bit of a construction problem here
that I think—I would think the rule of limitation overplays the rule
of construction, so I don’t know if you want to comment on that,
Ms. Pollitz?

Ms. POLLITZ. Actually, if you continue on, the bill also protects
health care professionals to request that they undergo, they just
also can’t require as well.

Mr. CAMP. Under the rules of construction.

Ms. POLLITZ. Yeah.

Mr. CAMP. Yes. Oh, no, I understand that and I mentioned that.

Dr. Corwin, there is a limitation on insurance companies re-
questing, but in the rules of construction they say that physicians
and professionals employed by an insurance company can notify in-
dividuals of the desire for a genetic test.

What does that do in terms of your understanding?

Dr. CORWIN. I am not a lawyer, so I would have to defer to my
colleagues who have helped me try to understand this bill as best
as possible. My understanding is that the health insurance plans
would be prohibited from requesting and then requiring.

Again, we do not employ physicians. Physicians are merely the
end product of the delivery of health care. The——

Mr. CAMP. I am sorry.

Dr. CORWIN [continuing]. The testing that we would be request-
ing.

So, again, we get into the situation within our plan where we are
trying to help improve the long-term, evidence-based process, de-
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crease the variation in the practice of medicine. To your point ear-
lier in terms of getting to that wonderful state where we have elec-
tronic medical records that do all the reminding for us, it is a great
future place to be.

But at this point in time, health plans have a very significant
component in terms of filling gaps in care in the busy office prac-
tice in terms of reminders, both to patients who don’t want to have
their colonoscopies done for obvious reasons, not a comfortable pro-
cedure to undergo. If they have to be done more frequently, it is
less comfortable to have to undergo those procedures.

In the same token, we like to be able to remind physicians that
they have panels of patients who require these tests. Being able to
encourage that and use this information in that way that if it is
available in a generic way at some point in the future, to the
Chairman’s comment, at some point in time there will be tests that
will be available that will help us with this.

Mr. CAMP. Yes, I would be happy to yield.

Chairman STARK. As another nonlawyer, what I am hearing
here, some from my staff and some from—that there are some legal
differences and niceties between saying, if you recommend to me to
take the test, that is okay. But if you request it and I don’t, then
I might be in danger of being kicked out of the club. That I don’t
want.

So, I mean, those are terms of legal differences that I think we
have to work out, because I am happy to have you recommend to
me, even be a pest and remind me. But I don’t want to lose my
health insurance.

Dr. CORWIN. We don’t disagree with that interpretation.

Chairman STARK. Those are—okay.

Mr. CAMP. I agree with the discussion, the way it is going. 1
mean, obviously, on the whole concept of the bill, I think we have
general agreement on. We just want to make sure that as we look
to the future—and I thought Dr. Collins was pretty eloquent in his
statement that we do need to personalize health treatment. That
that can be a real help to the future in terms of addressing health
care needs and costs and other things, and obviously making sure
people get the care they need.

But the word request is okay with doctors, it is notify with insur-
ance providers, it is request or require up in other language. I
think we just need to get together and find out what the com-
monality should be so that we don’t have an unintended con-
sequence later when maybe this becomes a very hopeful tool in
helping people.

But the main purpose of the bill is to protect people from the
misuse of this information, which I think is the real concern ini-
tially. We don’t have the technology to really use it as a health care
preventive measure right now as much as we would like. But as
Dr. Collins also testified, that is coming, and we don’t know how
soon that will come.

So, I appreciate all of your testimony. Thank you very much.
Thank you, Mr. Chairman.

Chairman STARK. Thank you.

I just had one other question of Dr. Corwin, and maybe Karen
could answer. In Dr. Collins’s testimony, I asked him about how
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much it cost, and he indicated that there are services out there
that would be glad to accommodate me and also recommend
Herbalife and a lot of other good things for me to take if they found
something that didn’t seem quite right.

Are we going to be opportuned by, quote, services who want to
get out and sell this kind of program to the public and then come
and ask us to have Medicare pay for it? Are there any of those
services that are valid? Or do we have to wait a while until they
are more developed? Can you comment on that?

Dr. CORWIN. I would be glad to, and it is an excellent question.
I don’t know the future answer to that, but currently there are
some, for lack of a better term, fly by-night services that do offer
those things.

There are many very good companies who are offering genetic
tests at this point in time. But as Dr. Collins indicated, these are
companies that have patented certain components of the human ge-
nome which have raised the price. To answer your question about
the pricing, they can be anywhere from, depending on how good
your contracting people are, from a couple hundred dollars up to
$5,000. Many of these companies hold the patent on specific tests
which limit the access to that one company, so there is a lack of
competition and that is an issue for us on the payer side in keeping
the overall cost of medical care down. So, I think that is a future
concern.

We will have to sort through the latter part of your question,
which is how do we decide if these programs are really very good
and whether they really do offer anything. It would be our hope
that we would be able to use the evidence of science to help us de-
termine what tests are appropriate, when they are appropriate,
how they should be best utilized and hopefully keep them in the
realm of the primary care practices of our specialists and our pri-
mary care physicians and away from people who may take advan-
tage of other people’s concerns, which is obviously something that
does happen, unfortunately.

Chairman STARK. Is it in the public interest to patent this
stuff?

Dr. CORWIN. I think that is a politically hotbed question. I
would say with all due respect to our private enterprise system
that as long as it is competitive, we may be able to keep those
prices down. Right at the moment, it does not feel like a competi-
tive environment.

Mr. CAMP. Mr. Chairman, we do have—and this is fairly off the
subject, but we do have patenting of tax advice, which we have
held hearings on in the Committee on, so we have got some real
extensions of patent law that are occurring out there.

Chairman STARK. Do you suppose they could patent politicians?

Mr. CAMP. I think that would be a very scary thought.

Chairman STARK. I want to thank all of you again, and we will
conclude the hearing. Thanks very much.

[Whereupon, at 3:37 p.m., the hearing was adjourned.]
O



